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902 KAR 55:010. Licensing of manufacturers and }Mholesalers.

RELATES TO: KRS 218A.150(1),' 218A.180, 218A.170, 218A.200, 21 C.F.R. 210.1-210.3, 211.1-211.208, 1301.01-1301,93, 1304.01-1304.33

STATUTORY AUTHORITY: KRS 194A.030, 194A.050, 211.090, 218A.150(1), 218A.250

NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.15G, 218A.160 and 218A.170 authorize the Cabinet for Heaith Services to license '
manufacturers and wholesalers of controlled substances. This administrative regulation establishes uniferm requirements for the licensidg of
manufacturers and wholesalers.

Section 1. Definitions. (1) "Health care entity" means any organization, or business that provides diagrostic, medical, surgical, dental
treatment, or rehabilitative care.

(2) "Manufacturer” means a persen engaged in the commercial manufacture of a controlled substance.

(3) "Wholesale distribution" means distribution of a controlled substance to a persen other than a consumer or a patient, and shall not
include: ' ' :

{a) An intracompany sale; or

{b} A distribution by:

1. A charttable organization that meets the criteria established in 26 USC 501(c)(3) to a nonprofit aff' liate of the organization to the extent.
permitted by law;

2. A-hospital or health care enfity which is a member of a group-purchasing erganization to other hospitals or health care entities that are
members of the organization; or

3. A pharmacy that is exempt pursuant to 902 KAR 55:060.

(4) "Wholesaler" means a person who is engaged in the whelesale distribution of a controlled substance, including:

* (a) Own-label distributor; '

(b) Private-label distributor;

(c} Jobber;

{d) Broker;

{e) Warehouse including a manufacturers’ ord|stnbutors warehouse chain drug warehouse, or wholesale drug warehouse;

{f) Independent wholesale drug trader; and

{g) Pharmacy that conducts wholesale distriButions.

Section 2. License Reguired and Exceptions. (1} A separate license shall be requirad for each location frem which a manufacturer or
wholesaler makes a wholesale distribution of a controlled substance into the Commeonwealth.

(2) If a location has more than one (1) registration with the Drug Enforcement Administration, each registrant that distributes in the
Commonwealth shall obtain a separate license.

(3) A license to distribute controlled substances shall not be transferred or assigned.

(4) A license shall not be required for an agent or erhployeé of a licensee if the agent or employee is acting in the usual course of business
or employment.

Section 3. Apglication for License or Renewal. (1) An application for a manufacturer's or wholesaler's license shall be submilted to the
Cabinet for Health Services on "Application for New License és Manufacturer or Wholesaler of Controlled Substances”, DCB-10 form, and
include the following information:

(a) The name, business address and telephone number of the prospective licensee;

(b) All trade or business names used by the licensee;

(é) Name, address, and telephone number of each contact person for controlled substance handling, storage, and recordkeeping;

(2) An application for a manufacturer's or wholesaler’s license shall include the following information about the ownership of the business:

{(a) The type of ownership of operation; .

() If an individual or sole proprietership, the full name of the individual or proprietor and the name of the business entity;

{¢) If a partnership, the name and address of each partner and the name of the partnership;

(d) If a limited liability company, the name and address of each manager and member; and
' (g) If a corperation, the name and title of each corporate officer andl director, the corporate names, and the names of the state of
incorporation,
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902 KAR 55:010. Licensing of manufacturers and wholesalers. A Page 2 of 3

(3) A description of the business, the physical facilities, and the type security prowded

4 A change in the information required by subsection (1), (2), or (3) shall be submitted to the cabinet;

{a) Within thirty (30) days from the date of the change, or at tHe time of license renewal, whichever occurs first; and

(b} On a "Ltcense Update Manufacturer or Wholesaler of Controlled Substances", DCB- 11 or an "Application for Renewal Llcense as
Manufacturer or Wholesaler of Controlled Substances", DCB-12.

¥ 1)

Section 4. Qualifications for License or Renewal. (1) The cabinet shall consider the following factors in reviewing the qualifications of an
applicant to engage in the manufacture or wholesale distribution of controlled substances:

(a) A conviction of the applicant or its managing officers under any federal, state, or local law relating to controlled substances:

(b} A felony conviction of the applicant o.r its managing officers; '

(c) An applicant’s history with state or federal regulatory agencies as related to the manufacture or distribution of controlled substances;

(d) The furnishing of false or fraudulent information in connection with an application for a license from a federal, state or local government
agency;

(e) Suspensien or revocation by federal, state, or local government of a license currently or previously held by the applicant for the -
manufacture or distribution of controlled substances;

{H Compliance with licensing requirements under previously gr'anted licenses, if any;

{g) Compliance with requirements to maintain or make available to the cabinet or to federal, state, or local taw enforcement officials those
records required by KRS 218A.200; ’

‘(h) The criteria listed in KRS 218A.160; and )

(i} Violations of applicable federal law, rule or regulation or state law, or administrative regulation governing a controlled substance that
relates to Current Good Manufacturing Practice in Manufacturing, Procassing, Packing, or Holding of Drugs in 21 CFR 210.1 to 210.3 or
Current Good Manufacturing Practice for Finished Pharmaceuticals in 21 CFR 211.1 to 211.208, adopted by the U.S. Food and Drug
Administration,

(2) A license shall be renewed if the cabinet finds that the applicant:

(a) Qualifies fqr a license pursuant to subsection {1) of this section:

(b) Complies with Registration of Manufacturers, Distributors, and Dispensers of Controlled Substances 21 CFR 1301.01 through 1301.93,
adopted by the Drug Enforcement Administration;

(c) Complies with Records and Reports of Registrants 21 CFR 1304.01 through 1304.33, adopted by the U.S. Drug Enforcement
Administration; -

{d) Complies with KRS 315.036 and 201 KAR 2:105; and

{e) Complies with KRS 218A.200.

{3) A manufacturer or wholesaler not located within the Commonwealth of Ke'ntucky may obtain a Iicensé or license renewal on the basis
of reciprocity if: -

(a) The out-of-state manufacturer or wholesaler possesses a vzlid license granted by ancther state and the legal standards for licensure in
the other state are no less stringent than the standards established by this administrative regulation; B

(b) The out-of-state manufacturer or wholesaler is currently registered with the U.S. Drug Enforcement Administration; and

(c) The state in which it is licensed extends reciprocity to manufacturers and distributors licensed by Kentucky.

(4) All administrative hearings shall be conducted in accordance with 902 KAR 1:400. ’

Section 5. License Fees; Renewals. (1) An application for a license under the nrovisions of this administrative regulation shall be submitted to
the Cabinet for Health Services on an "Application for New License as Manufacturer or Wholesaler of Contralled Substances" DCB-10 form and
shall be accompanied by a license fee of $240.

(2) An application to renew a license shall he submitted to the Cabinet for Health Services on an "Application for Renewal License as
Manufacturer or Wholesaler of Controlled Substances”, DCB-12 forf, and shall be accompanied by a renewal fee of $175.

_ Section 8. Recordkeeping. (1) Records shall be maintained in accordance with KRS 218A.200 and with 21 CFR 1304.01 to 1304.33,
adopted by the U.S. Drug Enforcement Administration.
(2) Records or copies of records that relate to distributions within the Commonwealth shall be made available to the cabinet upon request.

] B

Section 7. License Termination, Lapse, Suspension or Revocation. (1) A license issued pursuant to this administrative regulation shall be
¥ 4
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902 KAR 55:010. Licensing of manufacturers and wholesalers. . Page 3 of 3

suspended or revoked for cause. . ,

{2} A_Eicense shall terminate if ther licensee dies or ceases legal existence.

{3) A license shall lapse if the renewal application and renewal fee have not been filed with the cabinet prior fo June 30 of each year,

(4) A lapsed license shall be void and an application for a new license shall be required.

(5) All administrative hearings shall be condudted in accordance with 802 KAR 1:400.

T )

Section 8. Incorporation by Reference. (1) The following material is incorporated by reference:

(a) "Application for New License as Manufacturer or Whalesaler of Controlled Substances (8/98)", DCB-10;

(b} "License Update Manufacturer er Wholesaler of Controlled Substances {(8/98)", DCB-11;

() "Application for Renewal License as Manufacturer or Wholesaler of Controlled Substances (8/98})", DCB-12.

(2) This material may be inspected, copied, or obtained at the Cabinet for Health Services, Department for Public Health, Drug Control and
Professional Practices, 275 East Main Street, Frankfort, Kentucky 40621, Monday through Friday, 8 a.m. - 4:30 p.m. {Recodified from 901 KAR
1.010, 4-14—82;_Am. 8 Ky.R. 1181; 1601; eff. 6-25-82; 11 Ky.R. 1673; eff. 6-4-85; 14 Ky.R. 2084; eff. 6-22-88; 17 Ky.R. 136; eff. 9-13-80; 22 Ky.R.
2480; 8-1-96; 25 Ky.R. 625; 1628; eff. 1-19-99.) :
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902 KAR 55:015. Schedule | substances. .
T - +

RELATES TO: KRS 218A.010-218A.050, 21 C.F.R. 1308.11

STATUTORY AUTHCORITY: KRS 194A.050, 218A.020, 218A.040, 218A.250 '

NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.020 autharizes the Cabinet for Health and Family Services to add substances -
to or delete or reschedule substances enumerated in KRS Chapter 218A. After considering the criteria set forth in KRS 218A.020 and .
218A.040 and 21 C.F.R. 1308.11, the Cabinet for Health and Family Services designates the substances set forth in this administrative
regulation as Schedule | controlled substances. This administrative regulation differs from the federal regulation, 21 C.F.R. 1308.11, because
it designates substances that are substantially similar to synthetic canfiabinoids as Schedule | controlled substances. The Cabinet for Health
and Family Services recagnizes that synthetic cannabinoids have significant abuse potential and inclusion on Kentucky's Schedule | list W|II
help reduce the risk to public health.

Section 1. Opiates. The Cabinet for Health and Family Services hereby designates as Schedule | controlled substances, in addition to
those specified by KRS 218A.050, any of the following opiates, including their isomers, optical isomers, esters, ethers, salts, salts of isomers,
esters, and ethers, unless specifically excepted, if the existence of these isomers, esters, ethers, and salts is possible within the specific
chemical designation:

(1) Alphacetylmethadol {except Levo-alphacetylmethadol LAAMY);

(2) Acetyl-alpha-methylfentanyl, N-1-(1-methyl-2-phenethyl}-4-piperidinyf -N-phenylacetamide;

{3) Alpha-methylfentanyl, N-1i-{alpha-methyl-beta-phenyl) ethyl-4-piperidyl propionanilide, 1-(1-methyl-2- phenylethyl} -4-(N-propanilido}
piperidine);

{4y Alpha-methylthiofentanyl, N-1-methyl-2-(2-thienyl) ethyl-4-piperidinyl-N- phenylpropanamlde

{5) Benzylfentanyl, N-1-benzyl-4-piperidyl-N-phenylpro-panamide;

(6} Beta-hydroxyfentanyl, N-1-(2-hydroxy-2-phenethyl)-4-piperidinyl-N-phenypropanamide;

(7} Beta-hydroxy-3-methylfentanyl, N-1-(2-hydroxy-2phenethyl)-3-methyl-d-piperidinyl-N-phenylpropanamide;

{8} Difenoxin;

(9) 3-Methylfentanyl, N-3-methyl-1-(2-phenylethyl)-4-piperidyl-N-phenylpropanamide;

{10} 3-methyithicfentany! N-3-methyl-1-(2-thienyl) ethyl-4-piperidiny!-N-phenylpropanamide;

{11) 1-methyl-4-phenyl-4-propionoxypiperidine {MPPP);

{12)-Para-fluorofentanyl, N-{(4-fluoraphenyl}-N-(1-{2-phenethyl)-4- -piperidinyhpropanamide;

{13) 1-(2-phenethyl)-4-phenyl-d4-acetoxypiperidine (PEPAP),

{14) Thenylfentanyl, N-1-(2-thienyl) methyl-4-piperidyl-N-phenyl-propanamide;

{15} Thiofentanyl N-phenyl-N-1-{2-thienyl)ethyl-4-piperidinylpropan-amide; and

{186} Tilidine.

Section 2. Opium Derivatives. The Cabinet for Heaith and Family Services hereby designates as Schedule | controlled substancges, in
addition:to those specified by KRS 218A.050, any of the following opium derivatives, their salts, optical isomers, isomers and salts of isomers,
unless specifically excepted, if the existence of these salts, isomers, optical isomers, and salts of isomers is possible within the specific
chemical designation:

{1) Drotebanol; and

{2) Etorphine (except hydrochloride salf),

Section 3. Hallucinogenic Substances. The Cabinkt for Health and Family Services hereby designates as Schedule | controlled
substances, in addition to those specified by KRS 218A.050, any material, compound, mixture, or preparation which contains any quantity of
. the following hallucinogenic substances, their salts, isomers and salts of isomers if the existence of these salts: isomers, including the optical
position;and geometric isomers; and salts of isomers is possible within the specific chemical designation;
(1) alpha-ethyltryptamine (alpha-ethyl-1H-indole-3-ethanamine,3-(2-aminobutylindole);
{2} 4-bromo-2, 5-dimethoxy-amphetamine (4-bromo-2,5-DMA, 4-bromo-2,5-dimethoxy-alpha-methylphenethylamine);
(3) 2, 5-dimethoxyamphetamine (2,5-DMA};
(4} 2, 5-dimethoxy-4-ethylamphetamine (DOETY;
(5) Ethylamine analeg of phencyclidine (N-ethyl-1-phenylcy-clohexylamine, cyclohexamine, (1- phenylcyclohexyl) ethylamine, N-(1-
phenylcyclohexyi) ethylamine, PCE), .
(6) 3, 4-methylenedioxymethamghetamine (MDMA);
(7) 4-methoxyamphetamine (PMA, 4-methoxy-alphamethylphen-ethylamine, paramethoxyamghetamine);
(8) 3, 4-methylenedioxy-N-ethylamphetamine {(N-ethyl-alpha-methyl-3, 4(methylenedioxy)phenethylamine, N-ethyl MDA, MDE, MDEA},
(9) N-hydroxy-3, 4-methylenedioxyamphetamine (N-hydroxy-alpha-methyl-3, 4(methylenedicoxy)phenethylamine, N-hydroxy MDA);
(10) Parahexyl {Synhexyl, 3-Hexyl-1-hydroxy-7, 8, 9, 10-tetrahydro-6, 6, 9-trimethyl-6H-dibenzo b,d pyran};
(11) Pyrrolidine analog of phencyclidine (1-(1-phenyleyclohexyl)-pyrralidine, PCPy, PHP);
(12) Thiophene analog of phencyclidine (1-{1-(2-thienyl)cyclo-hexylipiperidine, TCP, TPCP); and
(13) 1-1-(2-thienyl} cyclohexylpyrrolidine (TCPy).

Section 4. Depressants. The Cabinet for Health and Family Services hereby designates as Schedule 1 controlled substances, in addition to
those specified by KRS 218A.050, any material, compound, mixture, or preparation which contains any quantity of the following substances
having a depressant effect on the central nervous system, including their salts, isomers, and salts of isomers if the existence of these salts,
isomers, and salts of isomers is possible within the specific chemical designation:

(1) Mecloqualone; and

(2) Methaqualone.

Section 5. Stimulants, The Cabinet for Health and Family Services hereby designates as Schedule | controlled substances, in addition to
those specified by KRS 218A.050, any material, compound, mixture, or preparation which contains any quantity of the following substances
having a stimulant effect on the central nervous system, including their salts, isomers, and saits of isomers if the existence of these salts,
isomers, and salts of isomers is possible within the specific chemical designation:

{1} Aminorex (aminoxaphen, 2-amino-5-phenyl-2-oxazoline, 4,5-dihydro-5-phenyl-2-oxazolamine);

(2} Cathinone (2-amino-1-phenyl-1-propancne, alpha-aminopro-piophenone, 2-aminaprepiophenane, and norephedrone);

(3) (£)»cis-4-methylaminorex (() cis-4,5-dihydro-dmethyl-5-phenyl-2-oxazolamine)

{4) N,N-dimethylamphetamine (N,N-zlpha-trimethyl-benzeneetha-namine, N,N,alpha-trimethylphenethylamine)}, its salts, optical isocmers
and salts of optical isomers;

)y ¥
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(5) N-ethylamphetamine; ‘

(6) Fenethylline; and #

{7} Methcathinone (2-(methylamino)-propiophenone, alpha (methylamino)-propiophenone, alpha (methylamino)-propiephenone, 2-
(methylamino)-1-phenylpropan-1-one,  alpha-N-methylaminopropiophe-none,  monomethylpropion,  ephedrone,  N-methylcathinone,
methylcathinone, AL-464, AL-422, AL-463 and UR1431), its salts, optical isomers and salts of opiical isomers. :

Section 6. Synthetic Canngbinoids, The Cabinet for Health and Family Services hereby designates as Schedule | controlled substances, in
addition to those specified by KRS 218A.050, any substance, compound, mixture, or preparation whlch contains any quantity of any synthetic
cannabinaid and is not 4n FDA approved drug, including the following:

(1) (1-pentyl-1H-indol-3-yI}(2,2,3, 3-tetramethylcycloprapylimethanone (UR-144);

(2} (1-(5-fluoropentyl)-1H-indol-3-yi)(2,2,3,3-tetramethylcyclopropyl)methanone (XLR-11);

(3) 2-(2,5-dimethoxyphenyl}-N-{(2-methoxypheny)methyl}ethanamine (2,5H-NBOMe);

(4) 2-(4-icdo-2 S-dimethoxyphenyl)-N{{2-methoxyphenyl)methyl}ethanamine (2,5K-NBOMe);

(5) 2-{4-bromao-2,5-dimethaxyphenyl)-N-{(2-methoxyphenyl)methyl}ethanamine (2,5B-NBOMe); and

(8) 2-(4-chloro-2,5-dimethoxyphenyl)-N-{{2-methoxyphenyl)methyl}ethanamine (2,5C-NBOMe). . (Recodified from 901 KAR 1:015, 4-14-82;
Am. 11 Ky.R. 1674; eff. €-4-85, 12 Ky.R. 266, eff. 9-10-85; 1175, eff. 2-4-85; 13 Ky.R. 1944; eff. 8-9-87, 15 Ky.R. 863, eff. 11-4-88; 20 Ky.R. 659;
eff. 10-21-93; 3¢ Ky.R. 1789; 2032; eff. 5-3-2013.) i
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i . -

902 KAR 55:020. Schedule l| substanc:es.r

RELATES T_O: KRS 218A.010-218A.030, 218A.060-218A.070, 21 C.F.R. 1308.12

STATUTORY AUTHORITY: KRS 218A.060 ) )

NECESSITY, FUNCTION, -AND CONFORMITY: KRS 218A.020 authorizes the Cabinet for Health Services to add, delete, or reschedule
substances enumerated in KRS Chapter 218A. This administrative regulation designates Schedule I controlled substances. !

Section 1. Depressants, (1)} Except as provided in subsection (2} of this section, the Cabinet for Health Services designates as Schedule 1l
controlled substances, in addition to those specified by KRS 218A.070, a material, compound, mixture, or preparation which contains a quantity of
the foll_oWing substances:

(a) Amcbarbital;

(b) Glutethimide;

(c) Pentobarbital; and

(d) Secobarhital. ]

{2) A suppository dosage form containing amobarbital, secobarbital, or pentcbarbital or any of their salts, which has heen approved by the
United Sltates Food and Drug Adrministration for marketing only as a suppository, shall be in Schedule Il

Section 2. Immediate Precursors. The Cabinet for Health Services designates as Schedule 11 contrelled substances, in addition to those
specified by KRS 218A.070, a material, compound, mixture., or preparation which contains a quanitity of the following substances:

{1) Immediate precursors to amphetamine and methamphetamine and substances:

{a) Phenyl-2-propanong; ‘ '

(b) P2P;

(c) Benzyl methyl ketone; and

{d) Methyl benzyl ketone; and

{2) Immediate precursors to phencyclidine:

{a) 1-phenylcyclohexytamine; and o

(b) 1-piperidinocyclohexaneacarbonitrile, also known as PCC. .

»

Section 3. Hallucinogenic Substarnces. The Cabinet for Health Services designates as Schedule Il controlted substances, in addition to those
specified by KRS 218A.070, a material, compound, mixture, or preparation which contains a quantity of the following substances: Nabilone, also
know as {plus or minus) - trans-3-(1,1-dimethylheptyl)-6,6a,7,8,10,10a-hexahydro-1-hydroxy-8,6-dImethyl-9H-dibenzo{b,d}pyran-9-cne.

Section 4. Opium and Derivatives. The Cabinet for Health Services designates as Schedule Il controlled substances, in addition to those
specified by KRS 218A.070, opium and opiates, and a salt, compeund, derivative, or preparation of opium or opiate, excluding apomorphine,
dextrerphan, nalbuphine, nalmefene, naloxane, and naltrexone, and their respective salts, but including the following:

(1) Raw opiumn;

(2) Opium extracts;

{3) Opium fluid;

{4) Powdered cpium;

{5) Granulated opium;

{6) Tincture of apium;

{7) Codeing;

(8) Ethylmorphine;

(9) Etorphine hydrochloride;

{10) Hydrocodone;

{11) Hydromorphone;

{12) Metopon;

{13} Morphine;

{14} Oxycodcne; A

{15} Oxymorphone; and

http:/fwww Irc.state. ky.us/kar/902/055/020.htm 7/25/2013
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(16) Thebaine.

. Section 5. Opiates. The Cabinet for Health Services designates as Schedule || controlled substances, in addition to those speciﬁéd by KRS
218A.070, the following opiates, including their isomers, esters, ethers, salts and salts of isorners, esters, and ethers if the existence of such:
isomers, esters, ethers, or saits is possible within the specific chemical designation, dextrorphan and levopropoxyphene excepted:

(1} Alfentanil; ¥

(2) Bulk dextropropoxyphene, in nondosage forms;

(3} Carfentanil;

(4} Levo-alphacetylmethadol (LAAM);

(5) Remifentanil; and '

(6) Sufentanil. (Recodified from 901 KAR 1:020, 4-14-82; Am. 11 Ky.R. 1675; eff. 6-4-85; 12 Ky.R. 1176; eff. 2-4-86: 13 Ky.R. 1945; eff. 6.0-
a7, 17KyR 3048; eff. 6-19-91; 20 Ky.R. 859; eff. 12-6-93; 26KyR 1237 1561 eff. 2-1- 2000)
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902 KAR 55:025. Schedule lll substances. ,
RELATES TCO: KRS 218A.010-218A.030, 218A.080, 218A.090, 21 C.F.R. 1308.13,-21 U.s.C. 801, 812
STATUTORY AUTHORITY: KRS 218A.020 ‘
- NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.020 authorizes the Cabinet for Health Services to add, delete, or reschedule
substances enumerated in KRS CHapter 218A. This administrative regulation designates Schedule Il controlled ubstances.

Section 1. Amphetamine and Methamphetamine Combination Preducts, The Cabinet for Health Services designates the following

amphetamine and methamphetaminé_ combination products as Schedule it Controlied Substances:

{1) A tablet or capsule containing: '

(a) Methamphetémine hydrachloride 1 mg.;

{b) Conjugated estrogens-equine 0.25 mg.; and

(¢} Methyl testosterone 2.5 mg; and

(2) Aliquid containing, in each 15 ¢g;

(a) Methamphetamine hydrochloride 1 mg.;

(b} Conjugated estrogens-equine 0.25 mg.; and

(c) Methyl testosterone 2.5 mg.

Section 2. Stimulants. The Cabinet for Health Services designates as Schedule Il controlled substances a material, compound, mixture, or
preparation which contains any quantity of the following substances having a stimulant effect on the central ner\..rous system, including their salts,
Isomers (whether optical position or geometric), and salts of those isomers if the existence of the salts, isomers or salts of isomers is possible
within the specific chemical designation:

(1) Benzphetamine;

(2) Chlorphenten'nin.e;

(3) Chlortermine; and

(4) Phendimetrazine.

Section 3. Depre’ssants. The Cabinet for Heaith Services designates as Schedule Hll controlled :substances the following:

(1} A material, compound, mixture, or preparation containing amobarbital, seccharbital, or pentobarbital, or any of their salts, and at least one
(1} other active medicinal ingredient which is not a controlled substance; ‘

{2) A suppository dosage form containing amobarbifal. seccbarbital, or pentobarbital, or any of their salts, which has been approved by the
United States Food and Drug Administration for marketing only as a suppository;

(3} A drug preduct containing gamma-hydroxybutyric acid, including its salts, isomers, and salts of isomers, for which an application is
approved under section 505 of the Federal Food, Drug, and Cosmetic Act, 21 USC Chapter 9. Gamma hydroxybutyric acid is also known as:

{a) GHB;

(b) Gamma-hydroxybutyrate;

(c) 4-hydroxybutyrate;

(d} 4-hydroxyikutanoic acid;

(e} Sodium oxybate; or

(f) Sodium oxybutyrate:

{4) Ketamine, its salts, isomers, and salts of isomers. Ketamine is also known as (+)-2-(2-chlorophenyl)-2-(methylamino)-cyclhexanone; and

(5} Tiletamine and zolazepam or any of their salts. ' :

(a) Tiletamine is also known as 2-{ethylaminc)-2-(2-thienyl)-cyclohexanone,

(b) Zolazepam is also known as 4-(2-fluorophenyl)-6,8-dihydro-1,3,8-trimethylpyrazolo-3,4-¢) (1,4)-dizepin-7(1H)one, flupyrazpon.

Section 4. Pentazocine Drug Products. The Cabinet for Health Services designates, in addition to the parenteral or injectable form of
Pentazocine which is designated as a Schedule Il controlled substance by KRS 218A.080(3), a material, compound, mixture, or preparation
which contains a quantity of Pentazocine, including its salts.

+ ]

Section 5. Anabolic Steroids. The Cabinet for Health Services designates as Schedule IIl Controlled Substances, in addition to those listed in
LI »
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KRS 218.090(5), a material, compound, mixture, or preparatlon which contains a quantlty of the followmg substances, including its salts isomers,
and salts of isomers, if the existence of salts of isomers is possable within the specific chemical designation:

(1) Chlorotestosterone;

(2) Dihydrotestosterone; and

(3} Methandranone,

: : .

Section 6. Hallucinogenic Substances. The Cabinet for Heaith Services designates as Schedule 111 controlled substances, in addition to
those listed in KRS 218A.090, a material, compound, mixture, or preparation which contains a quantity of drenabinel (synthetic) in sesame oil
and encapsulated in a soft gelatin capsule in a U.S. Food and Drug Administration approved product. Dronabinol is also known as:

(1} (6aR-trans)-Ba, 7, 8, 10a- tetrahydro-5, 6, 9-trimethyl-3-pentyl-6H-dibenzo{b,d}pyran-1-6|; or

(2) (-}- delta-9-(trans)- tetrahydrocannakinal.

Sectlon 7. Narcotics. The Cabinet for Health Services designates as Schedule Il controlled substance a material, compound, mixture, or
preparation which containg any guantity of buprenorphine, or its salts. {Recodified from 901 KAR 1:025, 4-14-82; Am. 11 Ky.R. 1676; efi. 6-4-85;
13 Ky.R. 1946; eff. 6-9-87, 15 Ky.R. 865; eff. 11-4-88; 17 Ky.R. 3283, eff. 6-19-91; 20 Ky.R. 861; eff. 12-8-93; 26 Ky.R. 1238; 1562; ff. 2-1-2000;
29 Ky.R. 817; 1277; eff. 10-16-02)
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802 KAR 55:030. Schedule iV substanges.

RELATES TO: KRS 218A.010-218A.030, 218A.100, 218A.110, 21 C.F.R. 1308.14, 21 U.S.C. soi. 812

STATUTORY AUTHORITY: KRS 218A.020 _ '

NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.020(1) authorizes the Cabinet for Health and Family Services to promulgate
administrative regulations to add, delete, or reséhedule substance enumerated in KRS Chapter 218A. KRS 218A.020(3} authorizes the
Cabinet for Health and Family Services to promulgate administrative regulations to control substances controlled under federal law. This
administrative regulation designates Schedule IV controlled substances. This administrative regulation differs from the federal regulation
because it designates the following substances as a Schedule IV controlled substance: Tramadol, Carisoprodol, and Nalbuphine. The Cabinet
for Health and Family Services recognizes that Tramadol, Carisoprodol, and Nélbuphine have significant abuse potential and inclusion on
Kentucky's Schedule [V list will help reduce the risk to public health. ' '

Section 1. Stimulants. The Cabinet for Health and Family Services designates as Schedule IV controlled substances, in addition to those
specified by KRS 218A.110, a material, compound, mixture, or preparation which contains a quantity of the following substances, including
their salts, isomers whether optical, position, or geometric, and salts of the isomers, if the axistence of the salts, isomers, and salts of isomers
is possible:

(1) Cathine ((+}-norpseudoephedrine);

{2} Diethylpropicn;

(3} Fencamfamin;

{4} Fenproporex;

(5} Mazindol;

(6} Mefencrex;

(7} Modafinil;

(8) Pemnoline, including organometallic complexes and chelates:

(9) Phentermine;

(10} Pipradrol;

(11} Sibutramine; and

{12} SPA {{-}-1-dimethyiaminc-1 ,'2-diphenylethane). )

Section 2. Depressants. The Cabinet for Health and Family Services designates as Schedule IV contrelled substances, in addition to those
specified by KRS 218A.110, a material, compound, mixture, or preparation which contains a quantity of the following substances, in¢luding its
salts, isomers, and salts of isomers if the existence of the salts, isomers, and salts of isomers is possible within the specific chemical
designation: -

(1) Alprazolam;

(2) Bromazepam,;

(3) Camazepam;

(4) Carisoprodol;

(5) Chlordiazepoxide;

(6} Clobazam;

(7} Clonazepam;

(8} Clorazepate;

{9} Clotiazepam;

{10) Cloxazolam;

{11) Delorazepam;

{12) Diazepam;

(13) Dichlorzlphenazone;

(14) Estazolam;

(15) Ethyl loflazepate;

{16) Fludiazepam; o . . b

(1_7) Flunitrazepam;
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{18} Flurazepam;
(19} Halazepam;
(20} Haloxazolar;
(21) Ketazolam,
(22} prrazolam;
*(23} Lorazepam; '
(24} Lormetazepam;
(25} Mebutamate;
(26} Medazepam;
(27} Methohexital;
(28} Midazolam;
(29) Nimetazepam;
(30) Nitrazepam;
(31) Nordiazepam;
(32) Oxazepam;
(33) Oxazorlam;
(34) Pinazepam;,
(35) Prazepam;
(36} Quazepam,;
(37) Temazepam;
(38) Tetrazepam;
(39} Triazolam;
(40} Zaleplon;
(41) Zolpidern; and
(42) Zopicone.

Section 3. Fenfluamine. The Cabinet for Health and Family Services designates as Schedule IV controlled substances, in addition to those
specified by KRS 218A.110, a material, compound, mixture, orbpreparation which contains any quantity of Fenfluramine, including its salt;;,
isomers, whether optical, positian, or geametric, and salts of such isomers, whenever the existence of such salts, isomers, and salts of
isomers is.possible. ‘

Section 4. Narcotics. The Cabinet for Health and Family Services designates as Schedule IV controlled substances, in addition to those
specified by KRS 218A.110, a material, compound, mixture, or preparation containing a quantity of the following narcotic drugs, or their salts
calculated as the free anhydrous base or alkaloid, as set forth below;

(1) Butorphanol;

(2) Dextropropaxyphene (Alpha-{+)-4-dimethylamino-1, 2-diphenyl-3-methyl-2-prepionoxybutane);

(3) Not more than one {1} milligram of difenoxin and not less than twenty-five (25} micrograms of atropine sulfate per dosage unit; and

(4) Nalbuphine.

Section &, Central Analgesics. The Cabinet far Health and Family Services designates as a Schedule IV controlled substance material,
compound, mixture, or preparation which contains any quantity of Tramadol or its salts. (Récodiﬂed from §01 KAR 1:030, 4-14-82; Am. 11 Ky.R.
1678, eff. 6-4-85; 12 Ky.R. 1177; eff. 2-4-86; 13 Ky.R. 1948, eff. 6-8-87; 15 Ky.R, 866; eff. 11-4-88; 20 Ky.R, 862; 1701; eff. 2-10-94; 22 Ky.R.
1800; 2302; eff. 6-6-96; 25 Ky.R. 627; 1630; eff. 1-19-89; 26 Ky.R. 802; 1170; eff. 12-15-89; 29 Ky.R. 819; 1277, eff. 10-16-2002; 33 Ky.R. 1436;
1820; eff. 2-2-07; 34 Ky.R. 2607; 35 Ky.R. 1198; eff. 12-5-2008.)
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802 KAR 55:035. Scljedule V substances.

RELATES TO: KRS 218A.010-218A.030, 218A.120, 218A.130, 21 C.F.R. 1308.15, 21 U.S.C. 812

STATUTORY AUTHORITY: KRS _21 8A.020 7

NECESSITY, FUNCTION, AND CONFORMITY: KRS 21 8A.020(1) authorizes the Cabinet for Health and Fémily Services to promuigate
administrative regulations to add, delete, or reschedule substances enumerated in KRS Chapter 218A. KRS 218.020(3) authorizes the
Cabinet for Health and Family Services to promulgate administrative regulations to control substances controlled under federal law. This
administrative regulation designates Schedule V controlled substances.

Section 1. Schedule V Controlled Substances. The Cabinet-for Health and Family Services hereby designates as Schedule V contrelled
substances, in addition to those specified by KRS 218A.130, the following:

(1) Narcotic drugs containing nennarcetic active medicinal ingredients. A compound, mixture, or preparation containing any of the following
narcotic drugs, or their salts calculated as the free anhydrous base or alkaloid, in limited quantities as set forth below, which shall include one
{1} or more nonnarcatic active medicinal ingredients in sufficient proportion to confer upon the compound, mixturé, or preparation valuable
medicinal qualities other than those possessed by narcotic drugs alcne: '

{a) Not more than 100 milligrams of dihydrocedeine per 100 miililiters or per 100 grams;

(b) Not more than 100 milligrams of ethylmorphine per 100 miliiliters or per 100 grams;

{c) Not mare than two and five-tenths (2.5) milligrams of diphenoxylate hydrochloride and not less than twenty-five (25) micrograms of
atropine sulfate per dosage unit;

{d) Not more than 100 milligrams of opium per 100 miililiters or per 100 grams; and

(8) Not more than five-tenths (0.5) milligram of difanoxin and not less than twenty-five (25) micrograms of atropine suifate per dosage unit.

(2) Stimulants. A material, compound, mixture, or preparation which contains any quantity of the fellowing substance having a stimulant
effect on the central nervous system, including its saits, iscmers, and salts of isomers: Pyrovalerone.

(3) Depressants. A material, compound, mixiure, or preparation which contains any quantity of the following substance having a
depressant effect on the central nervous system, including its salts: Pregabalin.

Section 2. Dispensing Without Prescriptién. A coentrolled éubstance listed in Schedule V which is not a prescription drug under the Federal
Food, Drug, and Eosmetic Act, may be dispensed by a pharmacist without a prescription to a’purchaser at retail, if:

{1) The medicinal preparation contains in addition to the controlled substances, some drug or drugs conferring upon it medicinal qualities
other than those possessed by the controlled substances along;

(2} Not rmore than 240cc (eight (8) ocunces) nor more than forty-eight (48) dosage units of any such controlled substance containing opium,
is dispensed at retail to the same purchaser in any given forty-eight (48) hour period,;

{3} The labeling and packaging ié in accordance with the requirements of the federal and state Food, Drug, and Cosmetic Act and the
United States Pharmacopeia; ’

{4) The preparation is dispensed or sold in good {aith as a medicine, and not for the purpose of evading the provisions of KRS Chapter
218A,;

{5) The preparation is not displayed in areas apen to the public;

(6) The dispensing is made only by a pharmagist, and not by a nonpharmacist employee even if under the supervision of a pharmacist.
Although, after the pharmacist has fulfilled his professional and legal responsibilities set ferth in this section, the actual cash, credit transaction,
or delivery, may be completed by a nonpharmacist;

(7) The purchaser is at least eighteen (18) years of age; )

(8) The pharmacist requires every purchaser of a controlled substance under this section, not known to him, to furnish suitable
identification, including proof of age if appropriate; and ’

(9) The dispensing of exempt controlled substances under this administrative regulation is recerded in a bound hook, maintained by the
pharmacist, which shall contain the name and address of the purchaser, the name and quantity of controlled substance purchased, the date of
each purchase, and the name or initials of the pharmacist who dispensed the substance to the purchaser. The bock shall be maintained in
accordance with the recordkeeping requirements of KRS 218A.200. (Recodified from 801 KAR 1:032, 4-14-82; Am. 11 Ky.R. 1679; eff. 6-4-85;
15 Ky.R. 868; efi. 11-4-88; 20 Ky.R. 660; eff. 10-21-93; 29 Ky.R. 1407; eff. 1-15-2003; 33 Ky.R. 1438; 1821; eff. 2-2.07.)

» . ]
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902 KAR 55:040. Excluded over-the-counter products.

RELATES TO: KRS 218A 020-218A.130

STATUTORY AUTHORITY: KRS 194. 050 211.080, 218A.020, 218A.250, E0-96-862 _

NECESSITY, FUNCTION, AND CONFORMITY: Executive Order 96-862, effactive July 2, 1996, reorganizes the Cabinet for Human
Resources, establishes and creates the Cabinet for Health Sz_arvices, changes the name of the Department for Health Services to Depaﬁment for
Public Health, and places the Department for Public Health and its programs under the Cabinet for Health Services. KRS 218A.020(4) requires the
Cabinet for Health Services to exclude products that may be Iawful[y sold over the counter (without prescription) from the provisions of KRS
Chapter 218A. The purpose of this administrative regulation is to exclude certain over-the-counter products from the provisions of KRS Chapter
218A.

Sechon 1. Excluded Over-the-counter Produc:s The Cabinet for Health Services excludes the following products from the provisions of KRS
Chapter 218A:

(1) Asthma-Ese®, tablet, NDC code 00349-2018: phencbarbital 8.10 mg.;

(2} Azma-Aids®, tablet, NDC code 00367-3153: phenobarbital 8 mg;

(3} Bronkolixir®, elixir, NDC code 00057-1004: phenobarbital 0.8 mg/ml;

(4} Bronkotabs®, tablet, NDC code 00057-1005: phenabarkital 8 mg.;

{6) Choate's Leg Freeze®, liquid: chloral hydrate 246.67 mg/ml.;

(6) Guiaphed® Elixir, elixir, NDC code 00182-1377: phenobarbital 4 mg/mi;

(7) Primatene (P-tablets)®, tablet, NDC code 0573-2940: phenobarbital 8 mg.;

(8) Tedral®, tablet, NDC code 00071-1230: phenobarbital 8 mg.;

(8) Tedral Elxir®, elixir, NDC cade 00071-0242: phenobarbital 40 mg./ml.;

(10) Tedral 5.A.®, tablet, NDC code 00071-1231: phenobarbital 8 mg.,

(11) Tedral Suspension®, suspension, NDC code 00071-0237: phenobarbital 80 mg./ml.;

(12) Tedrigen®, tablet, NDC code 00182-0134: phenobarbital 8 mg.;

(13) Theophed®, tablet, NDC code 00719-1945; phencbarbital 8 mg; and

(14) Vicks Inhaler®, inhaler, NDC code 23900-0010: |-Desoxyephedrine 113 mg. {(Recodified from 901 KAR 1:040, 4-14-82; Am. 11 Ky.R.
1679 eff. 6-4-85; 18 Ky.R. 1471; eff. 2-7-82; 19 Ky.R. 1865, 2251; eff. 3-17-93; 20 Ky.R. 863; eff. 12-6-93; 21 Ky.R. 1393; eff. 1-0-95; 23 Ky.R.
3985; 24 Ky.R. 126; eff. 7-16-97.)
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902 KAR 55:045. Exempt prescription products.

. RELATES TO: KRS 218A.020-218A.130, 21 C.F.R. 1308.31-1308.32
STATUTORY AUTHORITY: KRS 184A.030, 194A.050, 211.090, 218A.020, 218A.250
NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.020(3) provides that if a controlled substance is designated, rescheduled, or
deleted as a controlled substance under federal law and notice is given to the Cabinet for Health Services, the Cabinet for Health Services may
similarly control the substance under KRS Chapter 218A by administrative regulation. This administrative regulation exempts from the provisions
of KRS Chapter 218A that stimulant or depressant products have been exempted pursuant to federal regulation.

Section 1. Exempt Prescription Products. The Cabinet for Health Services exempts the fellowing prescription broducts from the provisions of
KRS 218A.150 - 218A.180 and 218A.200:
-{1) Acetaminophen 325mg/Butalbital 50 mg, tablet, NDC 00456-0674: butaibital 50 mg;
{2) Acetaminophen 500mg/Butalbital 50 mg, tablet, NDC 00456-0671; butatkital 50 mg;
{3) ALAGESIC Tablets, tablet, NDC 55726-0300: butalbital 50 mg;
{4) Alkaloids of Belladenna and Phencbarbital, tablet, NDC 00377-0527: phenobarbital 16.20 mg;
{5) Amaphen Capsules (refarmulated), capsule, NDC 11311-0954: butalbital 50 mg; )
{6) Aminophylline and Phenobarbital, enteric coated tablet, NDC 001 15-2156: phenobarbital 15 mg;
{7) Aminophylline and Phenobarbital Tablets, tablet, NDC 00115-2154: phenobarbital 15 mg;
{8) Anaspaz PB, tablet, NDC 00225-0300: phenobarbital 15 mg;
{9) Anolor 300 Capsules, capsule, NDC 51674-0009: butzalbital 50 mg;
{10) Anoguan Modified Formula, capsule, NDC 00166-0881: butalbital 50 mg;
{11) Anti-Spas Elixir, elixir, NDC 00719-4090: phenobarbital 3.24 mg/m;
(12) Anti-Spas Tablets, tablet, NDC 00719-1091: phenobarbital 16.20 mg;
{13) Antispas, tablet, NDC 00377-0622: phenobarbital 16.20 mg;
{14) Antispasmodic, tablet, NDC C0364-0020: phenocbarbital 16 mg;
{15) Antispasmodic, tablet, NDC 00367-4118: phenobarbital 16.20 mg;
{16) Antispasmodic, tablet, NDC 03547-0777: phenobarbital 16.20 mg;
{17) Antispasmodic Elixir, elixir, NDC 00182-0686: phenbbarbitali3.24 mig/ml;
{18) Antispasmodic Elixir, elixir, NDC 00364-7002: phencbarbital 3.20 mg/m|;
{19) Antispasmodic Elixir, elixir, NDC 00832-8009: phenobarbital 3.24 mg/ml;
(20) Antispasmadic Tablets, tablet, NDC 00182-0129: phencbarbital 16.20 mg;
(21) Antispasmodic Tablets, tablet, NDC 47679-0158: phenobarbital 16.2 mg;
(22} Antispasmodic Tablets, tablet, NDC 00839-5055: phenobarbital 16 mg;
{23} Antrocol, capsule, NDC 00095-0041: phencbarbital 16 mg;
(24} Antrocol Elixir, elixir, NDC 00095-0042: phencbarbital 3 mg/mi;
(25) Antrocol Tablets, tablet, NDC 00095-0040: phencbarbitat 16 mg;
(26) Arco-Lase Plus, tablet, NDC code 00275-0045: phenobarbital 8 mg;
(27) Atropine Sulfate with Phenobarbital, tablet, NDC 00463-6035: phenobarbital 15 mg;
(28) Axotal, tablet, NDC 00013-1301: butalbital 50 mg;
(29) Azpan, tablet, NDC 00172-3747: phenobarbital 8 mg;
(30) B-A-C Tablets, tablet, NDC 00259-1256: butalbital 50 mg;
{31) Bancap, capsule, NDC 00456-0546: butalbital 50 mg;
(32) Barbeloid (Revised) Green, tablet, NDC 00377-03€5: phenobarbital 16.20 mg;.
(33) Barbeloid Yellow, tablet, NDC 00377-0498: phencbarbital 16.20 mg;
(34) Barbidonna Elixir, elixir, NDC 00037-0305: phencbarbital 3.20 mgimil;
(35) Barbidonna No 2, tablet, NDC 00037-0311: phencbarbital 32 mg;
(36) Barbidonna Tablets, tablet, NDC 00037-0301: phencbarbital 16 mg;
(37) Barophen, elixir, NDC 00472-0881: phencbarbital 3.24 mg/mi;
. {38) Bel-phen-ergot s Tablets, tablet, NDC 00182-1847: phenabarbital 40 mg; ’
(39) Bel-Phen-Ergot-S Tablets, tablet, NDC 00719-1686: phenobarbital 40 mg;
a
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(40} Bel-Tabs, tablet, NDC 00677-1171: phenobarbital 40 mg;

(41} Belladenal, tablet, NDC 00078-0028: phencbarbital 50 mg;

(42j Belladenal-S, sustained release tablet, NDC 00078-0027: phencbarbital 50 rﬁg;

(43) Belladonna Alkaloids with Phenobarbital, elixir, NDC 00179-0045: phenobarbital 3.24 mgiml;

{44) Belladonna Alkaloids with Phendbarbita[, elixir, NDC 00737-1283: phenobarbital 3 mg/ml;

{45) Belladonna Alkaloids witht Phenobarbital, tablet, NDC 51079-0168: phencbarbital 16,20 mg; '
(46) Belladenna Alkaloids and Phenobarbital, tablet, NDC 00143-1140: phenobarbital 16.20 mg;

(47) Bellalphen, tablet, NDC 00223-0425: phenobarbital 16,20 mg;

(48) Bellaming Tablets, tablet, NDC 00904-2548: phencbarbital 40 mg;

{49) Bellamor Tablets, tablet, NDC 00839-7370: phencbarbital 40 mg;

k50) Bellergal-S, sustained release tablet, NDC 00078-0031: phenobarbital 40 mg;

(51) Bellophen, tablet, NDC 00115-2400: phenobarbital 16.20 mg;

(52) Bilezyme Plué, tablet, NDC 00249-1112: phencbarbital 8 mg;

(53) Bladder Mixture Plus Phenobarbital, liquid, NDC 11326-1624: phencbarbital 2.92 mg/mi:

{54) Blue Cross Butalbital, APAP and Caffeine Tablets, tablet, NDC 00879-0557: butalbital 50 mg;

(55) Broncholate, capsule, NDC 00563-0277: phenobarbital 8 mg;

(56) Broncomar, elixir, NDC 12938-0128: butabarbital 1 mg/ml;

(57) Bucet Capsules, capsule, NDC 00785-2307: butalbital 50 mg;

(58) Bucet Tablets, tablet, NDC 00785-2307: butalbital 50 mg;

(69} Butace, capsule, NDC code 00539-0906: butabarbital 50 mg;

(60} Butacet Capsules, capsule, NDC 53121-0133: butalbital 50 mg;

(61) Butalbital, Acetaminophen and Caffeine Capsules, capsule, NDC 46672-0228: butalbital 50 mg;
(62} Butalbital, Acetaminophen and Caffeine Tablets, tablet, NDC 52555-0079: butalbital 50 mg;

(63) Butalbital, Acetaminophen and Caffeine Tablets, tablet, NDC 54686-0513: butalbital 50 mg

(64} Butalbital, Acetaminophen and Caffeine Tablets, tablet, NDC 00302-0480: butalbital 50 mg;

(65} Butaltital, Acetaminophen and Caffeine Tablets, tablet, NDC 46672-0053: butalbital 50 mg;

(66} Butalbital, Acetaminophen and Caffeine Tablets, :ablet,‘NDC 46672-0059: butalbital 50 mg;

(67} Butalkital, ﬁ\cetaminoph_en and Caffeine Tablets, tablet, NDC 00832-1102: butalbital 50 n:g;
(68)Butalbital, Acetaminophen and Caffeine Tablets, tablet, NDC 52448-0544: butalbital 50 mg;-

(69) Butalbital and Acetaminophen Tablets, tablet, NDC 00878-0543: butalbital 50 mg;

(70) Butalbital and Acstaminophen Tablets 50/325, tablet, NDC.46672-0099: butalbital 50 mg;

(71) Butalbital and Acetaminophen Tablets 50/650, tablet, NDC 46672-0098: butalbital 50 mg;

(72) Butalbital, APAP and Caffeine, tablet, NDC 00302-0490: butalbital 50 mg;

(73} Butalbital, APAP and Caifeine Tablets, tablet, NDC 00182-1274: butalbital 50 mg;

(74} Butalbital Compound Capsules, capsule, NDC 53506-0103: butalbital 50 mgq;

(75} Butalbital with Acetaminephen and Caffeine Tablets, tablet, NDC 00143-1787: butaibitat 50 mg;
(76} Butibel Elixir, elixir, NDC 00037-0044: butabarbital sodjum 3 mg/iml;

(77} Butibel Tablets, tablet, NDC 00037-0046: butabarbital sediuim 15 mg;

(78} Cafatine-PB Tablets, tablet, NDC 0{}90-4-1 750: pentobarbital sodium 30 mg;

(79) Cafergot P-B Suppository, suppository, NDC 00078-0035: pentobarbital 60 mg;

(80} Cafergot P-B Tablets, tablet, NDC 00078-0036: pentobarbitai sodium 30 mg;

(81) C.D.P. Plus Capsules, capsule, NDC 00182-1856: chlordiazepoxide HC| 5 mg;

{82) Cephadyn, tablet, NDC 95702-0650: butalbital 50 mg.;

{83) Charspast, tablet, NDC 00377-0500: phenobarbital 16.2¢ (83) mg;

{84) Chlordiazepoxide HC! and Clidinium Br., capsule, NDC 57247-1003: chlordiazepoxide 5 mg;

(85) Chlordiazepoxide HC! 5 mg and Clidinium BR 2.5 mg, cahsuie, NDC 52446-0098: chlordiazepoxide HCL 5 mg;
(86) Chlordiazepoxide Hydrechleride + Clidinium Bromide, capsule, NDC 47679-0258: chlordiazepaxide HCI 5 mg;
(87) Chlordiazepoxide with Clidinium Bromide, capsule, NDC 46193-0948: chlordiazepoxide HCI 5 mg;
(88) Chlordinium, capsule, NDC 00718-1208: chlordiazepoxide HCI 5 mg; -3
(88) Chlordinium Sealets, capsule, NDC 00580-0084: chlordiazepoxide HCI 5 mg;

¥ 1]
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(20) Ciindex, capsule, NDC 00536-3480: chlordiazepoxide HCL § mg;
{91) Clinibrax Capsules, capsule, NDC 00832-1054: éhlordiazepoxide HCI 5 my;
(92) Clinoxide, capsule, NDC 00879-0501: chlordiazepoxide HCI 5 mg;
{93) CON-TEN, capsule, NDC 11584-1029: butalbital 50 mg;
(94) Digestokraft, tablet, NDC 00796-0237: butabarbital sedium 8 fng;
(95) Digestokraft, tablst, NDC 00377-0460: butabarbital sodium 8 mg; ¥
(96) Dilantin with Phenobarbital 1/2,cagsule, NDC 00071-0531: phenobarbital 32 mg; '
(97) Dilantin with Phencbarbital 1/4, capsule, NDC 00071-0375: phencbarbital 16 mg;
(98) Dolmar; capsule, NDC 12939-0812: butalbital 50 mg; ’
(99} Donaliir, elixir, NDC 00471-0095; phencbarbital 3.24 mg/mi;
(100} Dénna—Sed, elixir, NDC 00258-5054: phengharbital 3.24 mag/ml;
(101} Dennatal Capsules, capsule, NDC 00031-4207: phenobarbital 16.20 mg;
(102} Donnatal Elixir, elixir, NDE 000314221 phencbarbital 3.24 mg/mi;
(103} Donnatal Extentabs, sustaired release tablet, NDC 00031-4235: phenobarbltal 48.60 mg;
(104) Donnatal No 2, tablet, NDC 00031-4264: phencbarbital 32.40 mg;
(105) Donnatal Tablets, tablet, NDC 00031-4250: phencbarbital 16.20 mg;
(106) Donnazyme, enteric coated tablet, NDC 00031-4649: phenobarbital 8.10 mg;
(107) Donphen, tablet, NDC 00093-0205: phenobarbital 15 mg;
(108) E-Cafi PB Tablets, tablet, NDC 00185-0982: pentobarbital 30 mg;
(109) Endolar, capsule, NDC 00588-7777: butalbital 50 mg;
(11 O) Ephedrine and Sodium Phencbarbital, tablet, NDC 00377-0109: phenobarbital sodiurn 16.20 mg;
(111) Ephedrine with Phenobarbital, tablet, NDC 00463-6086: phenobarbital 15 mg;
{112) EQUI-CET Tablets, tablet, NDC 57779-0111: butalbital 50 mg;
(113) Ergocaff-PB Tab[eté, tablet, NDC 00536-3801: pentobarbital sodium 30 mg;
(114) Esgic Capsules, capsule, NDC 00456-0631: butalbital 50 mg;
{115) ESGIC-PLUS, NDC 00456-06786, tablet, contains butalbital 50 mg;
(116) Esgic Tablets, tablet, NDC 0456-0630: hutalbital 50 mg;
(117) Espasmotex, tablet, NDC code 11475-5835: phenobarbital 20 mg;
(118) Ezol, capsule, NDC 45985-0578: butalbital 50 mg;
{119) Fabophen Tablets, tablet, NDC 00804-3280: butalbital 50 mg;
(120) Febridyne Plain Capsules, capsule, NDC 05383-0001; butalbital 50 mg;
(121) FEMCET Capsules, capsule, NDC 50474-0703: butalbital 50 mg;
(122) Fioricet, capsule, NDC 00078-0084: butalbital 50 rng;.
(123) G-1 Capsules, capsule, NDC 43797-0244: butalbital 50 mg;
(124) G.B.S., tablet, NDC 00456-0281: phencharbital 8 mg;
(125) Gustase Plus, tablet, NDC 00249-1121; phenobarbital 8 mg;
(128) Hybephen, tablet, NDC 00029-2360: phenobarbital 15 mg;
(127) Hyosital White, tablet, NDC 00361-2131: phenobarbital 16.20 mg;
(128) Hyosophen Capsules, capsule, NDC 00536-3926: phencbarbital 16 mg;
(129) Hyosophen Tablets, tablet, NDC 00536-3920: phenobarbital 16.20 mg;
(130) Hypnaldyne, tablet, NDC 00298-1 778 phenobarbital 16.20 my;
{131) Hytrophen, tablet, NDC 00917-0244; phencharbital 16.20 mg;
{132) IDE-Cet Tablets, tablet, NDC 00814-3820: butalbital 50 mg;
(133) ISOCET Tablets, tablet, NDC 00536-3951: butalbital 50 mg;
{134) Isolate Compound, &lixir, NDC 00472-0929: phencbarbital 0.40 mg/m;
{135) Isclate Compound Elixir, elixir, NDC 00364-7029. phenobarbital 0.40 mg/ml;
(136) Isopap Capsules, capsule, NDC 11735-0400: butalbital 50 mg;
{137} Isophed, liguid, NDC 00298-5680: phenabarbital 0.40 mg/mi;
t (138} Isuprel, eiixir, NDC 00024-0874: phenobarbital 0.40 mg/ml; -t
(139} Isuprel Compound, elixir, NDC Q0057-0874: phencbarbital 0.40 mg/ml;
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{140) Kinesed, tablet, NOC 00038-0220: phenobarbital 16 mg;

{141} Levsin with Phenobarbital Elixir, elixir, NDC 00091-4530: phenobarbital 3 mg:;rnl;
{142} Levsin with Phenobarbital Tablets, tablet, NDC 00091-3534: phenobarbital 15 mg;
(143} Levsin-PB, drops, NDC 00081-4536: phencharbital 15 mg/ml; ’

(144) Levsinex with Phencbarbital, sustained release capsule, NDC 00091-3539: phenoba}bital 45 mg;
(145) Librax, capsule, NDC 00140-0007: chlordiazepoxide HCI 5 mg; 2
(146) Lufyllin-EPG Elixir, elixir, NDC 00037-0565: bhenobarbital 1.60 mg/mi;

(147) Lufyllin-EPG Tablets, tablet, NDC 00037-0561: phenobarbital 16 mg;

(148) Malatal, tablet, NDC 00166-0748: phenobarbital 16,20 mg;

(149) Margesic Capsules, capsule, NDC 00682-0804: butalbital 50 mg;

(150) Medigesic Tablets, tablet, NDC 52747-0311: butalbital 50 mg;

(151) Menrium 5-2, tablet, NDC Q0140-0023: chlordiazepoxide 5 mg;

(152) Menrium 5-4, tablet, NDC 00140-0024: chlordiazepoxide 5 mg;

(153) Menrium 104, tablet, NDC 00140-0025: chlordiazepoxide 10 mg;

(154) Micomp-PB Tablets, tablet, NDC 55053-0525: penfobarbital sodium 30 mg;

(155) Milprem-200, tablet, NDC Q0037-5501: meprobamate 200 mg;

(156) Milprem-400, tablet, NDC 00037-5401: meprobamate 400 mg;

(157) Mudrane, tablet, NDC 00695-0050: phenobarbital 8 mg;

{158) Mudrane GG Elikir. elixir, NDC 00095-0053: phencbarbital 0.50 mg/ml;

{159) Mudrane GG Tablets, tablet, NDC ¢0095-0051: phenobarbital 8 mg;

{160} Pacaps Capsules, capsule, NDC 10892-0116: butalbital 50 mg;

{161) Pacaps Modified Formula, capsule, NDC 48534-0884: butaibital 50 mg;

(162) Panzyme, tablet, NDC 00377-0491: phencbarbital 8.10 mg;

{163) Panzyme, tablet, NDC 00314-0310: phenobarbital 8.10 mg;

{164) PB Phe-Bell, tablet, NDC 12908-7006; phencbarbital 16.20 mg;

{165} Phedral C.T., tablet, NDC 00298-11?3: phenobarbital .10 mg;

{166} Phenerbel-S Tablets, tabelt, NDC 00536-4234: phenobarbital 40 mg;

{167) Phenobarbital, Ergotamine and Belladonna Tablets, tablet, NDC 00781-1701: phenabarbital 40 mg;
{168} Phencbarbital and Hyoscyamine Sulfate, tablet, NDC 00764-2057: phencbarbital 16.2¢ mg;
{168} Phrenilin, tablet, NDC 00086-0050: butalbital 50 mg;

{170} Phrenilin Forte, capsule, NDC 00086-0056: butalbital 50 mg;

{171) PMB-200, tablet, ND_C 0.0046-0886: meprobamate 200 mg;

{172} PMB-400, tablet, NDC 00046-0881; meprobamate 400 mg;

(173) Private Formula No 3095, tablet, NDC 00252-3095: phenobarbital sodium 15 mg;
(174) Pulsaphen, tablet, NDC 00377-0652: phencbarbital 15 mg;

(175) Pulsaphen Gray, tablet, NDC 00917-0113: phenobarbital 15 mg; )

(176) Quadrinal Suspension, suspension, NDC 00044-4580: phenobarbital 2.40 mg/ml;
(177) Quadrinal Tablets; tabtet, NDC 00044-4520: phencbarbital 24 mg:

(178) Quibron Plus Capsules, capsule, NDC 00087-0518: butabarhital 20 mg;

(179 Quibren Plus Elixir, elixir, NDC 00087-0511: butabarbital 1.33 mag/ml;

(180) Repan Capsules, capsule, NDC 00642-0163: butalbital 50 mg;

(181) Repan Tablets, tablet, NDC 00642-0162: butalbital 50 mg;

(182) Rexatal Tablets, tablet, NDC 00478-5477: phenobarbital 16.52 mg;

{183) Rogesic Capsules, capsule, NDC 31190-0008: butalbital 50 mg;

(184} Sangesic, tablet, NDC 00511-1627; butalbital 30 mg;

(185) Sedapap-10 Tablets, tablet, NDC 00259-1278: butalbital 50 mg;

(186) Sedapar Elixir, elixir, NDC 00349-4100: phenobarbital 3.24 mg/ml;

(187) Sedapar Tablets, tablet, NDC 00349-2355: phenobarbital 16.20 my;

(188) Sedarex No 3, tablet, NDC 00144-1575: phenobarbital 16.20 mg; '

(1809) Seds, tablet, NDC 00418-4072: phenobarbital 16.20 mg;
) : ¥
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(190) Soniphen, enteric coated tablet, NDC 0456-0429: phenobarbital 16 mg;

(191) Spastin, tablet, NDC 03185-0029: phenobarbital 16.20 mg;

(192} Spasma.]ones, tablet, NDC C0853-0002: phencbarhital 16 mg;

(193) Spasmoilin, tablet, NDC 00115-4652: phenobarbital 15 mg;

{194) Spastemms Elixir, elixir, NDC 00463—9023: phencbarbital 3.24 mg/ml;
(195) Spastemms Tablets, tablet, NDC 0463-61 81: phenobarbital 15 mg;
(1986) Spastolate, tablet, NDC 00814-7088: phehobarbitai 16.20 mg;

(197) Spastrin Tablets, tablet, NDC 54580-0124: phencbarbital 40 mg;
(198) Susano, elixir, NDC 00879-0058: phencbarbital 3.24 mg/ml;

(199) Susano, tablet, NDC 00879-0058: phencbarbital 16.20 mg;

(200) Tedral SA, sustained release tablet, NDC 00071-0231: phencbarbital 25 mg;

(201) Tencet, tablet, NDC 47649-0370: butalbital 50 mg;

(202) Tencet Capsules, capsule, NDC 47643-0560: butalbital 50 mg;
(203) T-E-P, tablet, NDC 00364-0266: phenobarbital 8.10 mg;

(204} T.E.P., tablet, NDC 00157-0980: phenobarkital 8 mg;

{205} Theodrine Tablets, tablet, NDC 00536-4648: phenobarbital 8 mg;
{206} Theophen, tablet, NDC code 12634-0101: phencbarbital 8 mg;
{207) Theophenyllin, tablet, NDC 00839-5111: phenobarbital 8 mg;

{208) Theophylline Ephedrine and Phenobarbital, tablet, NDC 00143-1685: phenabarbital 8 mg:

(209) Triad, tablet, NDC 00785-2306: butalbital 50 mg;

(210) Triad Capsules, capsule, NDC 00785-2305: butalbital 50 mg;

(211) Triaprin, capsule, NDC 00217-2811: butalbital 50 mg;

(212) Truxaphen, tablet, NDC 00377-0541: phenobarbital 16.20 mg;

(213) Two-Dyne Re\.fised. tablet, NDC 00314-2229: butalbital 50 mg;

{214) Wescophen-S, tablet, NDC 00917-0135: phenobarbital 30 mg;

(215) Wescophen S-l1, tablet, NDC 00377-0628: phenobarbital 30 mg;
(216) Wesmatic Forte, tablet, NDC 00917-0845: phenobarbital 8 mg;

(217) Wesmatic Forte, tab'let, NDC 00377-0426: phenobarbital 8.10 mg; and

Page 5 of 5

(218) Zebutal, capsule, NDC 55630-0170: butalbital 50. {(Recodified from $01 KAR 1:041, 4-14-82; Am. 11 Ky.R. 1680; eff. 6-4-85; 18 Ky.R.
1472; eff, 2-7-92; 19 Ky.R. 1686; 2251; eff. 3-17-03; 20 Ky.R. 864; eif. 12-6-33; 21 Ky.R. 1394, eff. 1-9-95; 23 Ky.R. 4228, eff. 7-16-97; 25 Ky.R.
629; 1631; eff. 1-19-99; 26 Ky.R. 903; 1171, eff. 12-15-99.) :
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902 KAR 55:060. Requirements for distribution of small amounts of controlled substances without manufacturer's or wholesaler’§
licenses.

RELATES TO: KRS 218A.010-218A.020, 218A.150-218A.200, 21 C.F.R. 1304.03, 1305.03, 1307.11

STATUTORY AUTHORITY: KRS 194.050, 218A.250 ‘

NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.250 diretis the Cabinet for Human Resources to adopt rules and administrative
regulations for carrying out the provisions of KRS Chapter 218A relating to controlled substances. KRS 218A.170(2) provides that all sales and
distributions of controlled substances shall be in accordance with the federal controlled substances laws, including the requirements governing the
use of order forms. The purpose of this administrative regulation. is to provide for the distributicn of small amounts of controlled substancas by
pharmacies to practitioners' or other pharmacies, without the necessity of obtaining a state license as a manufacturer or a wholesaler, in
accordance with applicable federal laws and regulations,

Section 1. Distribution of Controlled Substances by Pharmacy to Practitioner or other Pharmacy. (1) A pharmacy may distribute a quantity of a
controlled substance to a practitioner or another pharmacy, without being licensed as a manufacturer or wholesaler in Kentucky if it:

(a) Is licensed in Kentucky;

(b) Is registered with the U.S. Drug Enforcement Administration; and ]

- {c) Makes the distribution to & practitioner or pharmacy that is registeréd with the U.S. Drug Enforcement Administration.

(2) The distribution shall be recorded by the distributing pharmacy and by the receiving practitioner or pharmacy in accordance with KRS
218A.200; '

(3) A readily retrievable record of the distribution shall be maintained showing: '

{a) Date of distribution;

(b) Name, form and quantity of the substance distributed; and

(¢} Name, address and registration number of the purchaser. .

{4) The total number of desage units of all controlled substances distributed by a pharmacy pursuant to this adminisirative regulation during a
tweive (12) month period shall not exceed five (5) percent of the total number of dosage units of all controlled substances distributed and
dispensed by the pharmacy during the twelve (12) month period. If the five (5) percent limitation is expected to be exceeded, the pharmacy shall
abtaln a licznse to distribute controlled substances in accordance with KRS 218A.160 and 218A.170; and .

(5) A prescription shall not be issued by a practitioner t:) cbtain any controlled substance for the purpese of general dispensing, adm’inistering
or office use. (Recodified from 901 KAR 1:070, 4-14-82; Am. 11 Ky.R. 1681; eff. 6-4-85; 18 Ky.R. 1244; 1890; eff. 11-25-91; 20 Ky.R. 1425; efi. 1-
10-84.)
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902 KAR 55:085. Return of prescription drugs prohibited, exceptions.

RELATES TO: KRS 217.005-217.215, 217.982
STATUTORY AUTHORITY:_KRS 194.050, 211.080, 217.125
NECESSITY, FUNCTION, AND CONFORMITY: KRS 217.125 authorizes the Cabinet for Human Resources to administer the provisions of

KRS 217.005 to 217.215%nd 217.992. The purpose of this administrative regulation is to prevent the dlspensing of prescription drugs that may be
adulterated or misbranded.

Section 1. Return of Prescription Drugs Prohibited; Exceptions. (1) No pharmacist, practitioner, or agent thereof shall accept the return of a
prescription drug for reuse or resale unless: ' '

{a) The drug is in a sealed container by which it can be readily determined by a pharmacist emplayed by the dispensing pharmacy or by the
dispensing practitioner that entry or attempted entry by any means has not been made; :

(&) The drug container meets the standards of the United States Pharmacopoeiz for storage conditions including temperature, light sensitivity,
moisture, chemical, and physical stability; ‘

(¢) The drug labeling and packaglng has not been altered or defaced and the identity of the drug, its potency, lot number and explratlon date
are legible;

{d) The drug does not require refrigeration; and

{e) The drug is returned to a pharmacist employed by the dispensing pharmacy or to the dispensing practitioner within fourteen (14) days.

{2) Subsection (1)(d) and (e} of this section shall be waived if all other conditions are met and if:

{a) The drug was dispensed for a paiient in a health care facility licensed by the Cahinet for Human Resources;

{b) The drug has not come into the physical passession of the person for whor it was prescribed;

(c) The drug has been under the coritinuous control of personnel in the health care facliity who are trgined and knowledgeable in the storage
" and administration of drugs; ’

{d) The drug has been preperly stored in an area which is regularly inspected by a pharmacist; and

(e) The drug is nof expired.

(3) Drugs distributed within an acute ¢are facility shall be exempt from the provisions of subsection (1)(a), (d) and (e} of this section.

4 Nothmg in this administrative regulation shall be construed to require a pharmamst or practiticner to accept the return of a prescription drug.
{15 Ky.R. 1618; Am. 1853; eff. 3-15-89; 20 Ky.R. 2226; eff. 3-14-94.)
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902 KAR 55:070. Storage of controlled spbstances in an emergency medication kit in certain long-term care faqilities.

RELATES TO: KRS 218A.180, 218A.200

STATUTORY AUTHORITY: KRS 194A.050 194.050, 218A.250 _

NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.250 directs the Cabinet for Health and Family Services to adopt rules and
administrative regulations for carrying out the provisidns of KRS Chapter 218A refating to controlled substances. This administrafive regulation
authorizes the storage in an emergency medication kit in certain long-term care facilities of limited quantities of controlled substances to be

_ administered if prescribed by an authorized practitioner.

“Section 1. Storage of Controlled Substances in an Emergency Medication Kit. A pharmacy provider may store controlled substances in an
emergency medication kit in a residential hospice facility, nursing home, nursing facility, skilled nursing facility, intermediate care facility, or
intermediate care facility for the mentally retarded if the following conditions arg met:

(1) Written policies and procedures of the facility regarding the procurement, use, storage, security, replacement, and recordkeeping of
controlied substances in the kit shall be filed with the facility and with the provider pharmacy; '

(2) Controlled substances in the kit shall be the property of the provider pharmacy, which is responsible for their proper labeling, storage,
security, and accountability;

(3) Controlled substances stored in the kit shaill be selected jointly by the facility's medical director or other physician, consultant
pharmacist, and the director of nursing; ‘

(4} Controlléd substances in the kit shall not exceed six (6) individual doses each of six (6) different controlled substances;

{5) Controlled substances in the kit shall be administered only upon the order of an authorized practitioner who determines that the patient
has an immediate medical need:;

(6) Access to the controlled substances in the kit shail be limited to a physician, pharmacist, registered nurse, or other person authorized
by law in this state to access and administey the prescribed medication;

(7) The provider pharmacy shall be notified by the facility within twenty-four {24} haurs after the kit has been opened;

(8) The prescribing practitioner shall issue a written prescription for the contralled substances to the provider pharmacy within seventy-two
(72) hours after administration of a controlled substance from the kit; ]

(9) The facility shall maintain a reqord of the administration of controlled substances from the kit in accordance with appiicable state and
federél laws; ’ g

{10} The‘prov-ider pharmacy shall decument documents a physical inventory of the controlled substances in the kit at least monthly; and

{11} The loss of ahy cantrolled substancé from the kit shall be reported to the Cabinet for Health and Family Services in accordance with
KRS 218A.200(6} and to the Federal Drug Enforcement Administration in accordance with 21 C.F.R. 1301.74{c).

Section 2. The Cabinet for Health and Family Setvices may deny, suspend, or revoke the privilege of storing controlled substances in an
emergency medication kit if any provision in Section 1 of this administrative regulation is viclated. All administrative hearings shall be
conducted in accordance Mth 802 KAR 1:400. (15 Ky.R. 1352; eff. 12-13-88; Am. 20 Ky.R. 2227; eff. 3-14-94; 22 Ky.R. 2481, eff. 8-1-96; 33
Ky.R 2218; 2973; efi. 4-6-07.)
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902 KAR 55:075. Sale of seiz’ed and forfeited controlled substances.

RELATES TO: KRS Chapter 218A

STATUTORY AUTHORITY: KRS‘1 94.050, 218A.250, 218A.420(2) _

NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.420(2) directs the Cabinet for Human Resources to promulgate administrative
regulations to determine a proper buyer for controlled substances which are seized and forfeited under this cHapter. The purpose of this
administrative regulation is to prevent the sale of centrolled substances that may be adulterated or mishranded.

Section 1. Sale of Seized and Forfeited Controlled Substances. A person shall not sell or purchase controlled substances which have been
-seized and forfeited under KRS Chapter 218A unless, prior to the sale:

(1) A written request for permission to sell or purchase such controlled substances is made to the Cabinet for Human Resources, Drug Control
Branch; and

{2) The controlled substances are inspected by a pharmacist of the Cabinet for Human Resources, Drug Contrel Branch; and

(3) If a pharmacist of the Cabinet for Human Resources, Drug Control Branch, has made a written determination that tests or assays are
necessary in order to determine whether the controiled substances have been adulterated dr misbranded under the provisions of KRS 217.055
and 217.065; the person who submitted the request:

(a) Has had such tests or assays performed at his expense; .

{b) Certified and submitted the results of such tests or assays fo the phammacist; and

{c) Has taken action required by the pharmacist after his review of the results of tests or assays that have been certified and submitted; and

(4) The person who submitted the request specifies the buyer and certifies that the buyer is:

(a) Licensed under the provisions of applicable statutes of the Commonwealth of Kentucky to perform the following acts related to confrolled
substances:. . ‘ A

1. Administer;
2. Conduct chemical analysis;
3. Conduct research;
4. Dispense;
5. Distribute;
8. Manufacture;
7. Prescribe; or
8. Repackage; and )
(b} Registerad with the'Drug Enforcement Administration, U.5. Department of Justice; and
(5} Permission is granted, in writing, by the Cabinet for Human Resourcas. {17 Ky.R. 36086; Am. 18 Ky.R. 703; eff. 8-21-91.)
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902’ KAR 55:080. Writt\?n prescriptions to be signed by practitioner.

RELATES TO: KRS Chapter 218A

STATUTORY AUTHCRITY: KRS 194.050, 218A.250

NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.250 directs the Cabinet for Human Resources to adopt rules and adrinistrative
regulations for carrying out the prdvisions of KRS Chapter 218A relating to controlled substances. The purpose”of this administrative regulation is
to clarify who is authorized to sign a prescription for controlled substances and the form of the signature, which must be in accordance with faderal
regulation.

Section 1. A written prescription for a controlled substance shall be signed only by a practitioner who is authorized to prescribe controlled
substances under the laws of the jurisdiction in which he is licensed o practice his profession, '

Section 2, A writen prescription for a controlled substance shall be written with ink, indelible pencil er typewriter and may be prepared by an
agent for the practitioners signature. The prescription shall be manually signed by the practitioner which may be in the same manner as he would
sign a check or legal document. (17 Ky.R. 3607; eff. 7-17-91.)
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902 KAR §5:080. Written prescriptions to be signed by practitioner.

RELATES TO: KRS Chapter 218A

STATUTORY AUTHORITY: KRS 194.050, 218A.250 )

NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.250 directs the Cabinet for Human Resources to adopt rules-and administrative
regulations for carrying out the provisions of KRS Ghapter 218A relfating to controlled substances’ The purpose of this administrative regulation is
to clarify who is authorized to sign a prescription for controlled substances and the form of the signature, which must be in accordance with federal
regulation,

Section 1. A written prescription for a controlled substance shall be signed only by a practitioner who is authorized to prescribe controlled
substances under the laws of the jurisdiction in which he is licensed fo practice his prefession.

Section 2. A written prescription for a controlled substance shall be written with ink, indetible pencil or typewriter and may be prepared by an

agent for the br@ctitioner‘s signature. The prescription shall be manually signed by the practitioner which may be in the same manner as he would
sign a check or legal document. (17 Ky.R. 3607; eff. 7-17-91.)
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902 KAR 55:090. Exempt anabolic steroid products.

.RELATES TO: KRS 218A.010-218A.030, 218A.080-218A.090, 21 C.F.R. 1308.13, 1308.33-1308.34, 21 U.S.C. 801, 812
STATUTORY AUTHORITY: KRS 218A.020 _ '
NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.020 autherizes the Cabinet for Health Services to add, delete, or reschedule
substdnces enumerated in KRS Chapter 218A. This administrative regulation exempts certain anabolic steroid products from the licensing,
distribution, and recordkeeping provision's of KRS Chapter 218A.

Sechon 1. Exempt Anabelic Stercid Products. The Cabinet for Health Services exempts the following anabolic stermd containing compounds,
mlxtures or preparations from the prows:ons of KRS 218A.150 - 218A.180 and 218A.200:

(1) Androgyn L A.®, vial, NDC number 0456-1005: testosterone enanthate 90 me/ml, estradiol valerate 4 mg/ml;

(2 Andro-Estro 90-4®, \;ial, NDG number 0536-1605: testosterone enanthate 80 mg/mil, estradiol valerate 4 mg/mi;

{3) Compaonent E-H® in process granulation, pail or drum; testosterone propionate 10 parts, estradicl benzoate 1 part;

(4} Compenent E-H® in process pellets, pail: testosterone propionate 25 mg, estradiol benzoate 2.5 mg/pellet;

(5} Compenent TE-S® in process granulation, pail or drum: trenbolone acetate 5 parts, estradiol USP 1 part;

(6) Component TE-S® in process pellets, pail: trenbolone acetate 120 mg, estradiol USP 24 mgipellet;

(7) DepANDROGYN®, vial, NDC number 0456-1020: testosterone cypionate 50 mgiril, estradiol cypionate 2 mg/ml;

(8) DEPQ-T.E.®, vial, NDC number 52765-257; testosterone cypionate 50 mg/ml, estradiol éypionate 2 mg/ml;:

{9) Depe-Testadiol®, vial, NDC number 0009-0253; testosterone cypionate 50 mg/ml, estradiol cypionate 2 mg/ml;

(10) depTESTROGEN®, vial, NDC number 51698-257: testosterone cypionate 50 mg/ml, estradiol cypionate 2 mg/ml;

(11) Duomene®, vial, NDC number 52047-360; testosterone enanthate 90 mg/mi, estradiol valerate 4 mg/ml;

(12) DURATESTRIN®, vial, NDC number 43797-016: testasterone cypionate 5¢ mg/ml, estradiol cypionate 2 mg/ml;

(13) DUC-SPAN Ii®, vial, NDC number 0684-0102: testosterone cyplonate 50 mg/ml, estradiol cypionate 2 mg/mi;

(14) Estratest®, tablet, NDC number 0032-1026: esterified estrogens 1.25 mg, methyltestosterone 2.5 mg;

(15) Estratest HS®, tablet, NDC number 0032-1023: esterified estrogens 0.625 mg, methyltestosterone 1.25 mg;

(16) Menogen®, tablet, NDC number 59243 0570: esterified estrogens 1.25 mg, methyltestosterone 2.5 mg.;

(17) Menogen HS®, tablet, NDC number 58243-0560: esterified estrogens 0.625 mg, methyltestosterone 1.25 mg.;

(18) PAN ESTRA TEST®, vial, NDC number 0525-0175: testosterone cypionate 50 mg/ml, estradiol cypionate 2 mg/mi;

(19) Premarin with Methyltestosterone®, tablet, NDC number 0046-0879: conjugated esfrogens 1.25 mg, methyltestosterone 10.0 mg;

{20) Premarin with Methyltestosterone(é, tablet, NDC number 0046-0878: conjugated esirogens 0.625 mg, methyltastosterone 5.0 mg;

{21) Synovex H in-process bulk pellets, drum: testosterone propicnate 25 mg., estradiol benzoate 2.5 mg.;

(22) Synovex H Pelists in-process granulation, drum: testosterone propicnate 10 parts, estradiol benzoate 1 part;

(23) Synovex Plus®, in-process bulk pellets, drum: frenbolone acetate 25 mg., estradiol benzoate 3.5 mg/pellet;

(24) Synovex Plus®, ih-process ganulation, drum: trenbolone acetate 25 parts, estradiol benzoate 3.5 parts;

. (25) TEST-ESTRO Cy{:ionates@, vial, NDC number 0536-8470; testosterone cypionate 50 mg/ml, estradicl cypionate 2 mg/mi;

{26) Testagen®, vial, NDC number 55553-257 testosterone cypicnate 50 mg/ml, estradiol cypicnate 2 mg/mi;

(27) Testdderm®, 4 mg/d, patch, NDC number 17314-4608: testosterone 10 mg.;

(28} Testoderm®, 6 mg/fd, patch, NDC number 17314-4609: testosterone 15 mg.;

(29} Testoederm®, with Adhesive, 4 mg/d, patch, export only: testosterone 10 mg;

(30) Testoderm®, with Adhesive, 6 mald, patch, NDC number 17314-2836: testosterone 15 mg.;

(31) Testoderm®, in-process film, sheet: testosterone 0.25 mgfem?, .

(32) Testoderm®, with Adhesive, in-process film, sheet; testosterone 0.25 mg/em?;

(33) Testosterone Cyp 50 Estradiol Cyp 2, vial, NDC number 0814-7737: testosterone cypionate 50 mg/ml, estradiol cypionate 2 mg/mi;

(34} Testosterone Cypionate-Estradiol Cypionate Injection, vial, NDC number 54274-530: testosterane cypionate 50 mglml estradiol cypionate
- 2maiml;

(35) Testosterone Cypionate-Estradicl Cypionate Injectien, vial, NDC number 0182-3069: testosterone cypicnate 50 mg/ml, estradiol cypionate
2 mg/ml;

(36) Testosterone Cypicnate-Estradiol Cypionate Injection, vial, NDC number 0364-6611: testosterone cypicnate 50 mg/ml, estradiol cypionate
2 mg/m; ' o

(37) Testosterone Cypionate-Estradiol Cypicnate Iﬁjec‘tion. vial, NDC number 0402-0257: testosterone cypicnate 50 mg/ml, estradiol cypionate
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2 rag/mi; _

(38) Testosterone Enantr:ate-EstradioI Valerate Injection, vial, NDC number 0182-3073: testosterone e}xanthate 90 mg/mi, estradiof valerate 4
mgiml; . - .

(39) Testosterone Enanthate-Estradiol Valerate Injection, vial, NDC number 0364-6618:; testosterone enanthate 90 mg/mi, estradiol valerate 4
mg/ml; ) -

(40) Testosterone Enanthate-Estradiol Valerate Injection, vial, NDC number 0402-0360: testosterone enanthate 90 ma/ml, estradiol valerate 4
mg/mi; 7 ) )

{41) Testosterone Ophthalmic Solutions, ophthalmic solutions: testosterone <0.6%wiv;

{42) Tilapia Sex Reversal Feed (Investigationél), Rangen, Inc., plastic bags: methyltestosterone 60 mg/kg fish feed; and

(43) Tilapia Sex Reversal Feed (Investigational), Zeigler Brothers, Ing, plastic bags: methyltestosterene 60 mg/kg fish feed. (19 Ky.R. 2207;
eff. 4-21-93; Am. 21 Ky.R. 1395; eff. 1-9-95; 23 Ky.R. 3986; eff. 7-16-97; 26 Ky.R. 907; 1174; eff. 12-15-99; 29 Ky.R. 820; 1278; eff. 10-16-02.)
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902 KAR 55:095. Prescription for Schedule 1l controlled substance - facsimile transmission or partial filling.

RELATES TO: KRS 218A.070, 218A.180, 218A.200, 21 C.F.R. 1306.05, 1306,11-13086.14

STATUTORY AUTHORITY: KRS 194.050, 218A.250, EQ 96-862

NECESSITY, FUNCTION, AND CONFORMITY: Executive Order 96-862, effective July 2, 1998, reorganizes the Cabinet for Human

' Resources, establishes and creates the Cabinet for Health Services, chaniges the name of the Department for Health Services to Departmant

for Public Health, and places the Depaniment for Public Health and its programs under the Cabinet for Health Services. KRS 218A.250 directs
the Cabinet for Health Services to promulgate administrative regulations for carrying out the provisions of KRS Chépter 218A relating to
controlled substances. The purpose of this administrative regulation is to permit the transmission of prescriptions for Scheddle I controlled
substances between the presi:riber and dispenser via facsimile, on a limited basis, in order to facilitate the delivery of medications to certain
patients whose medication needs change quickly and whose prescription should be- communicated rapidly. This administrative regulation also
permits the partial filling of prescriptions for Schedule [l controlled substances to certain patients whose medication needs may be long term
but who wish to store limited quantities or in situations where the pharmacy is unable to supply the full quantity prescribed.

Section 1. Definitions. (1) "Hospice" means a hospice program licensed by the Cabinet for Health Services,
(2) "Long-term care facility” means a nursing home, skilled nursing facility, nursmg facility as defined in Pub.L. 100-203, intermediate care _
facnhty or intermediate care facility for the mentally retarded.

Section 2. Transmission by Facsimile of a Prescription for a Schedule Il Controlled Substance. {1) A prescription prepared in accordance
with KRS 218A.180, 21 C.F.R. 1306.05 and 902 KAR 55:080 for a Schedule Il narcotic substance to be compounded for the direct
administration to a patient by parenteral, intravenous, intramuscular, subcutaneous or intraspinal infusion may be transmitted by & practitioner
or the practitioner's agent to the dispensing pharmacy by facsimile.

(2} A prescription prepared in accordance with KRS 218A.180, 21 C.F.R. 1308.05 and 902 KAR 55:080 for a Schedule Il controlled
substance for a resident of a lang-term care facility may be transmitted by a practitioner or the practitioner's agent te the dispensing pharmacy
by facsimile. g

{3} A prescription prepared in accordance with KRS 218A.180, 21 C.F.R. 1306.05 and 302 KAR 55:080 for a schedule Il controlled
substance for a hospice patient may be transmitted by a practmoner or the practitioner's agent to the dispensing pharmacy by facsmle The
practiticner or the practitioner's agent shalil note on the prescnpt]on that the patient is a hospice patient.

(4)(a) The facsimile prescription shall serve as the written prescription, required by KRS 218A.180(1) for the dispensing of a Schedule 1]
controlled substance.

(b) Within seven (7) calendar days after transmiiting a facsimile prescription for a Schedule 11 controlled substance, the prescribing
practitioner shall deliver the original written prescription to the dispensing pharmacy.

() A practitioner who fails to deliver the original written prescription within the period specified in paragraph {b} of this subsection-shall be
deemed to have viclated KRS 218A.1404(3).

Secticn 3. Partial FiIIng of a Prescription for a Schedule 11 Controlled Substance. (1) Except as provided in subsection (2) of this section a
pharmacist may pariially fill a prescription for a controlled substance listed in Schedule Il if the pharmacist:

{a) Is unable te dispense the full quantity prescribed;

(b Makes a notation of the quantity dispensed on the face of the written prescription; and

(c) Dispenses the remaining portion of the prescription within seventy-two (72} hours of the first partial filling. No further guantity shall be
dispensed without a new written prescription.

(2) A written prescription for a Schedule Il controlled substance written for a patient in a long-term care facility (LTCF) or for a patient with
a decumented terminal illness may be dispensed.in partial quantities, including but not limited to individual desage units if:

(a) The pharmacist records on the face of the prescription whether the patient is "terminally ill" or an "LTCF patient";

{b} The pharmacist records on the back of the written prescription or en another appropriate record, uniformly maintained and readily
retrievable, the fo[lowing data: )

1. The date of the partial dispensing;

2. The quantity dispensed;

3. The rédmaining quantity authorized to be dispensed; and !

4, The identification of the dispensing pharmacist;
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{c) The pharmacist contacts the practitioner prior to dispensing the partial quantity if there is_any question whether the patient is terminally
ill, since both the ph;armacist and the prescribing practitioner have a corresponding responsibility to assure that the controlled substance is for
a terminally ill patient; . .

(d) The total quantity dispensed in all partiai dispensings dces not exceed the quantity prescribed; and

(e) No dispensing occurs beybnd sixty (60) days from date of issuance of the prescription.

(3) A prescription that ts partially filled and dees not comply with the requirements of subsection (1) or (25 of this section shall be deemed
to have been filled in violation of KRS 218A.200(3), (4} and 21 C.F.R. 1306.13. (21 Ky.R. 2589; Am. 22 Ky.R. 281; efi. 7-26-95; 24 Ky.R. 1165;
eff. 1-12-88.)
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802 KAR 55:100. Laetrile manufacturing standards.

RELATES TO: KRS 217.950, 217.952, 311.950-311.866, 311.991

STATUTORY AUTHORITY: KRS 194.050, 217.950, EO 96-862 7

NECESSITY, FUNCTION, AND CONFORMITY: KRS 217.950 provides that Amygdalin (laetrile} may be manufactured in this state subject to
licensing by the Cabinet for Human Resources dnd directs the Secretary for Human Resources to adopt administrative régulations which
prescribe minimum standards for manufacturers in preparing, compounding, processing, and packaging the substance. The secretary is also

. directed to establish standards of purity and make pericdic tests and inspections of both the facilities for manufacture and samples to ascertain the

purity,' quality, and identity. Executive Order 96-862, effective July 2, 1996, reorganizes the Cabinet for Human Resources and placas the
Depa&mentfor Public Health and its programs under the Cabinet far Health Services.

Section 1. Intent. [n adepting an administrative regulation relating to the manufacture of Amygdalin {lzeftrile), the Cabinet for Health Services
takes official notice that this substance has not been approved by the Federal Food and Drug Administration and that the interstate shipment of
the substance has been held to be illegal. This administrative regulation is adopted in recognition of existing federal restrictions.

Section 2. Definitions. (1} "Amygdalin", laetrile means Amygdalin, D-mandelonitrile-beta-D-glucoside-6-beta-D-Glucoside, including all dosage
forms. '

It includes:

(a} D-Amygdalin; and

{b} D, L-Amygdalin.

{2) "Cabinet" means the Cabinet for Health Services. ) ]

(3) "Current good manufacturing gpractices” means 21 CFR 210.1 to 210.3 - Current Good Maﬁufacturing Practices in Manufacturing,
Processing, Packing, or Hoiding of Drugs and 21 GFR 211.1 to 211.208 - Current Good Manufacturing Practicef for Finished Phammaceuticals
adopted by the U.S. Food and Prug Administration. ’

Section 3. Licensing Requiremants. (1) A person, partnership, association, corporation, or other business.organization shall not manufacture,
prepare, or compound Amygdalin in this state without a license from the cabinet,

(2) Application for a license shall be made on Form DCB-1, "Application for License te Manufacture Amygdalin", provided by the cabinet, and
shall include the training and experience of personnel and a description of the facilities, equipment, and materials to be used in the manufacture of-
Amygdalin.

(3} A license shall not be issued to manufacture Amygdalin unless the applicant:

(a} Is of good moral character, or if the applicant is an association or corporation, its officers are of good moral character;

(b} Is in compliance with "Current Good Manufacturing Practices”

(c) Has qualified personnel to perform assigned tasks;

'(d) Submits the formula, including all components, invelved in the manufacture of the product;
(e} Submits a label which discloses all information required for a prescription drug; including a disclosure of possible side effects;
() Is financially responsible; and

(9) Is in compliance with all provisions of this administrative regulation.

Section 4. License Expifation_; Renewal. (1} Every license issued by the cabinet {o manufacture Arhygdalin shall expire on June 30 of each
year following the date of issuance unless suspended or revoked.

(2) A license shall not be renewed by the cabinet to manufacture Amygdalin unless the applicant is in compliance with the provisions of this
administrative regulation,

Section 5. Manufacturing Practices, The current good manufaic'turing practices in manufacturing, processing, packing, or holding of drugs in 51
CFR 210.1 to 210.3 and the current good *manufacturing practice fer finished pharmaceuticals in 21 CFR 211.1 to 211.‘208 adopted by the U.S.
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Food and Drug Administration shall apply.

Section 6. Standards of Identity, Purity, and Tests for D-Amygdalin.

{1) Powder form:

(&) Molecular formula: Cy5H,7NO, 4;

Y(b) Molecular weight: 457.4;

(c} Cescription: White powder - melting range: varies with water of crystallization and previcus melting;
(d) Solubility: (mg/ml) water 125, ethanol 0.33, ten (10) percent ethanol 20, ether insoluble, methylene chloride inseluble;

(e) Stability: .
1. Solution: (10 mg/ml) Determined by gas chromategraphy of TMS derivative:
pH & phosphate buffer Stable at least tweniy-four {24} hours
pH 8 phosphate buiffer No more than fifteen (15) percent L-
Amygdalin formed in twenty-four (24)
hours
0.1 NHC! No more than sixty-five (65) percent
decomposition in ten (10) minutes
0.1 N NaCH No more than fifty-six (56) percent
’ decompeosition in ten (10} minutes

Page 20f7

2. Bulk: A sample stored at sixty (60) degrees Celsius for thirty (30) days showed no degradation as indicated by gas chromatography;
(f) Elemental composition:

Carbon 52.51
Hydrogen 5,85
Nitrogen 3.06
Oxygen 38.438

(g) Water: The compound shall not contain more than six {6) percent water, determined by Karl-Fischer;

(h) Infrared spectrum: The infrared spectrum conferms to reference material;

(i) Ultraviolet absorption: (H,0) a solution has the following absiorption peaks {alpha max) and extinction coefficients (E):

Alpha max E
268 nm 214
262 nm 312
257 nm 287
252 nm 203
208 nm 7400

(i) Nuclear magnetic resonance: (D,0)

Chemical Pattern No. Assignment
Shift (5) Protons
3.2.52 m 14 Glucosyl protons
[
59 ] 1 H-C-C=N
i
7.6 s 5 Phenyl protons

(k) Optical rotation:

{l} Gas chrematography:

[ 22 = — sz )
Merck Index, 8th Ed. (1968);
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1. Column: three (3) percent QOV-1 on 100/200 Chremosorb W, AW-DMCS in glass column;
. 2. Qven temperature: 250 degrees to 275 degrees Celsius programmed at one (1) degree per mlnute
3. Carrier gas: N, thirty-five (35) mi. per minute; . .
4, Sample: TMS-derivative of the sample (Prepare by dissolving one (1) mg. of the sample in five-tenths (0.5) ml. tri-sil with gentle heat.);
5. Detection: Flame tonization at 300 degrees Celsius;
{m) Thin Iayer chromatography: !
1. Adsarbent: Si0, HF: _
2. Solvent system: n-BuOH/HOAC/H,0 (6:3:1);
3. 8ample applied: 100Y, 200, (H,0)
4. Detection: UV, I, KBR Spray,
{n) Purity: The compound shall not contain more than one (1) percent total impurities ather than water;
(0) Suggested identity tests: IR, UV & NMR Spectra; and
(9] S_uggested assay procedures: Thin Jayer and gas chromatography.

(2) Tablet form:

TEST SPECIFICATION
Assay: Ninety (90)-110 percent of

label

HPLC Method . The total of all uv abserbing
Column-Lichrosorb RFS, impurities shall not exceed
300 mm. x 4 mm. “five (5} of this chromatogram
Mobile phase 25%
CH3OH in H,0

Flew rate - 2 ml./min.
Detector/sensitivity-uv at

254 nm/0.02 aufs

Disintegraticn; ) 100% within fiteen (15)

Current USP*method minutes *
Dissolution: 100%  within  thirty (30)

Current USP method minutes

Weight variation o Conforms to current USP

Thin layer chromatography Compares  favorably to

{Methanol extraction) reference material

Adsorbent: Silica gel GF

Solvent system:
0-BuOH/HOACH,0, 41111
Sample applied:

200, 100y (MeCH)

References:

D L-Amygdalin, 100v {H,0)
D.L-Amygdalinamide, 2, 41 (HZO)
D,L-Amygdalin acid, 3, 5Y (H,0)

Detection: uv, I,,H,80, - charring.

Section 7. Standards of Identity, Purity, and Tests for D,L-Amygdalin. (1) Powder form:
(a} Molecular formula: CyoH,,NO,

(b} Molecular weight: 457.4;

(c) Description: White powder;

(d) Solubility: (mg./ml.} Water 350; Methah;ﬂ 100+; Chiaroform 0.1;

] 3y
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+
(&) Stability: X )
1. Solution: A solution of ten (10) mg. in cne (1) fl. water shows ne degradation as indicated by gas chromatography, after twenty-four (24)
hours. '

2. Bulk: A sample stored at sixty (60) degrees Celsius for thirty (30) days shows no degradation as indicated by gas chromatography.
{f) Elemental composition: :

Carbon 52.51 ' '
Hydrogen 5.95

Nitrogen 3.06

Oxygen 38.48

(9} Water: The compound shall not contain mare than six (8) percent water, determined by Karl-Fischer;
{h} Infrared spectrum: The infrared spectrum conforms to reference material;
(i) Ultraviolet absorption: (H,0)

Alpha max E
268 nm 206
2682 nm 300
257 nm 280
252 nm 200

(§) Optical rotation:

[2 = —s2- an0)
{k) Nuclear magnetic resonance: {D,0)

Chemicai Pattern No. " Assignment

Shift () Protons )

3.2-52 m 14 Glucosyl protons

N | : ¥
59 s Y H-C-C=N (L-formy)
I

6.1 s 2 H-C-C =N (D-form}
76 s 5 Phenyl protons

Internal Reference for Assay: Pyrocatechol, 6.95;

(I} Gas chromatography:

1. Column: three (3) percent OV-1 on 100/200 Chromosorb W-HP glass column, 6' x 2 mm;

2. Garrier gas: N,, forty (40) ml. per minute;

3. Oven temperature: 240 degrees to 275 degrees Celsius programmed at two (2) ml. per minute;

4. Sample: TMS-derivative (Prepare by dissolving one (1) mg. in five-tenths (0.5) ml. tri-sil with gentle heat.);

5. Detection: FID at 280 degrees Celsius;

(m) Thin layer chromatography:

1. Adsorbent: SiOZ-GF;

2. Solvent system: n-BuOHIHOAcJH?_O) (12:3:1);

3. Sample: 100y, 200Y , (H,O);

4. Detection: 1y, UV, {NH,),S0, - charring;

(n) Purity: The compound censists of about 50:50 D,L-material. There shall not be mere than three (3) percent total arganic impurities. The
y compound shall not contain more than six (8) percent water; ¥

(o) Suggested identity tests:
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1.‘[nfrared spectrum;

2. Ultraviolet absorption; or

3. Nuclear magnetic resonance;
{p} Suggested assay procedures:
1. Thin layer ch-rcmatography;

2. Karl-Pischer determination; or
3. Gas chromatography.

{2) Sterile injectable form:

TEST SPECIFICATION
Content uniformity Ninety (90} to 110 percent of
label
HPLC Method The total of all uv absorbing
Column-300 mm. x4 mm. L.B. impurities shall not exceed
Lichrosorh RPS five {5) percent of this

Mobite phase - 25% CH4OH in H,0O
Flow rate - 2 ml./min.
Detector/sensitivity-uv at

254 nm./0.02 aufs.

chromatogram.

Moisture - determine by Karl-Fischer

less than two (2) percent

Weight variation Conforms to current USP
pH of reconstituted solution 401080
Color of sclution Coloriess

Clarity and completeness of solution

Conforms to current USP

Particulate matter

Conforms to current USP

USP sterility test

Sterile

USP pyrogen test

Nonpyregenic at 600 mg./kg.

Thin layer chromatography
Adsarbent: Silica gel GF

Solvent system:
n-BuOH/HOAC/H,0, 4111
Sample applied: 400, 200v (H,0)
References:

D,L-Amygdalin, 200Y (H,0)
D,L-Amygdalinamide, 1, 2Y (H,0)
D,L-Amygdalin acid, 1, 2¥ (H,0)

Detection: wv, 1, 30% H,80, -

charring.

Compares favoragly to
reference material

Section 8. Adulterated Amygdalin. Amygdalin shall be ad.ulterated if:

Page 5 _of 7

(1) It consists in whoele or in part of a filthy, putrid, or decomposad substance;

{2} Produced, prepared, packed, or held under unsanitary conditicns where it may have been contaminated with filth ar rendered injurious to
nealth; _'

(3) Its container is composed in whole or in part of a poisonous or deleterious substance which may render the contents injurious te health;

(4} Its strength differs from, or its quality or purity falls below, the standard set forth in this administrative regulation. The determination of
strength, quality, or purity shall be made in accordance with the tests or methods of assay in this administrative regulation;

(5) Its strength differs from, or its purity er quality falls below, that which it purports or is represented to possess; or

(6) It has been:

¥ I
(&) Mixed or packed to reduce its quality or strength; or
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(b) Substituted wholly or in part.'

Section 9. Misbranded Amygdalin. (1) Amygdalin shall be misbranded if:

(a) Labeling is false or misleading in any particular;

(b} In package form, unless it bears a label cbntaining:

1. Name and place of business of tha manufacturer, and name and place of business of the packer or distributor, ¥ other than manufacturer;
and '

2. An accurate stétemeﬁt of the quantity of the contents in weight, measure, or numerical count; reasonable variations shall be permitted;

{c) A ward, statement, or other information required by 21 CFR 201.1 to 201.319 and this administrative regulation to appear on the labet or
labeling is not prominently placed with clarity (compared with other words, statements, designs, or devibes, in the labeling) and in terms likely to be
read and understoed by the ordinary individual under customary conditions of purchase and use;

(d) The lakel does not state:

1. The common or usual name of Amygdalin;

2. Directions for use; and

-3. Warnings against:

a. Use in pathological conditions where a danger to health exists;

b. Use by children where a danger t¢ heaith exists; and

c. Unsafe dosage, methods, or duration of administration or application;

(e) It has been found by the cabinet to be apt to deteriorate, unless it is packaged in a- manner to protect public health, and its label bears a
statement of precautions; '

~ {f) The container is made, formed, or filled to be misleading;

(@) It is an imitation of another substance;

{h) It is offered for sale under the name of anotker substance;

(i) It is dangerous to health if used in the dosage, or with the frequency or duration prescribed, recommended, or suggested in the labeling;

{i) Intended for use by man unless, prior to dispensing, its label bears the statement "Caution: Kentucky law prohibits dispensing without
prescription;" or

(k) The label, as originally packed, directs that it is to be dispensed or sold only an prascription, unless dispensed or sold on a prescription of
an authorized praclitioner, z'and its label, as dispensed, bears the name and place of business of the dispe’nser or seller, the serial number and date
of the prescri;ition, and the name of the licensed practitioner. Amygdalin prescriptions shall not be refilled.

{2) Amygdalin sold on a prescription of a practitioner shall be exempt from the requirements of this section if:

(@) The practitioner is licensed by law to administer Amygdalin; and

(b} Amygdalin bears a label contzining:

1. The name and place of business of the seller;

2. The serial number and date of the prescription;

3. The name of the practitioner; and

4, The name of the patient for whom prescribed.

{3) It is not the intention of subsection (1)(b)1 of this section to require the name and place of business of the wholesaler to appear upon the
label of the package.

Section 10. Inspections. The cabinet or its duly autharized agent shall have free access at all reasonable times to a factory, warehouse, or
establishment in which Amygdalin is manufactured, processed, packed, or held for sale for the purpose of:

(1) Inspecting the factory, warehouse, establishment, or vehicle and all pertinent equiprﬁent. finished and unfinished materials, containers, and
labeling, to determine if any of the provisions of this administrative regulation are being viclated,

(2) Securing samples or specimens of Amygdalin. 1t shall be the duty of the cabinet to make or cause to be made examinations of samples
secured under the provisions of this section to determine if a provision of this administrative regulation is being violated.

(3) Examining or reproducing hooks, papers, documents, or other evidence pertaining to Amygdalin.

Section 11. Detention or Quarantine of Amygdalin if Adulterated or Misbranded. (1) If a duly authorized agent of the cabinet finds, or has
probable cause to believe, that any Amygdalin is adulterated or misbranded pursuant to this administrative regulation, the agent shall &ffix a tag or

marking, giving notice that Amygdalin is, or is suspected of being, adulterated or misbranded and has been detained or quarantined. The tag or
1 +
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marking shall be a warning not to remove or dispose of Amygdalin until permissicn for removal or digposal is given by the agent or the district
court. A person shall not remove or dispose of detained or quarar;tined Amygdalin without permission. '

{2) If Amygdalin detained or quarantined under subsection (1} of this section has been found by the agent to be aduiterated or misbranded, the
agent shall petition the judge of the district court where the Amygdalin is detained or quarantined for an order for condemnation. Nothing.in this
section shall require the cabinet or its agent to go to court if destruction of the quarantined Amygdalin is accomplished by agreement made in
writing with the owner. If the agent has found Amygdalin detained or quarantined is not adulterated or misbranded, the agent shall remove the tag
or marking.

Section 12. Revocation or Suspension of License. (1) The cabinet may suspend or reveke a license to manufacture Amygdalin for violation of
a provisien of this administrative regulation after proper notice and an opportunity for a due process heafing.
{2) All administrative hearings shall be conducted in accordance with 902 KAR 1:400.

Section 13. Incorporation by Reference. (1) Form DCB-1, "Application for License to Manufacture Amygdalin”, revised October 1993, is being
incorporated by referenca. This form may be inspected, copied or obtained at the Office of the Commissioner for Health Services, 275 East Main
Street, Frankfort, Kentucky 40621, 8 a.m. until 4:30 p.m., Monday through' Friday.

(2} 21 CFR 201.1 to 201.319, revised as of April 1, 1995, is being incorparated by reference. A copy may be inspected, copied or obtained at
the Office of the Commissioner for Health Services, 275 East Main Street, Frankfort, Kentucky 40621, Monday through Friday, 8 a.m. until 4:30
p.m. A copy may also be obtained from the Superintendent of Documents, U.S. Government Printing Office, Washington, D.C. 20402,

(3) 21 CFR 210.1 to 210.3, revised as of Aprit 1, 1985, is being incorporated by reference. A copy may be inspected, copied or obtained at the
Office of the Commissioner for Health Services, 276 East Main Street, Frankfort, Kentucky 40621, Monday through Friday, 8 a.m. until 4:30 p.m. A
copy may also be ablained from the Superintendent of Documents, U.S. Gevernment Printing Office, Washington, D.C. 20402.

{4) 21 CFR 211.1 to 211.208, revised as of April 1, 1995, is being incorporated by reference. A copy may be inspected, copied or obtained at
the Office of the Commissioner for Health Setvices, 275 East Main Street, Frankfort, Kentucky 40621, Monday through Friday, 8 a.m. until 4:30
p.m. A copy may also be obtained from the Superintendent of Documents, U.S. Government Printing Office, Washington, D.C. 20402. (23 Ky.R,
1300; eff. 9-18-96.)
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902 KAR 55 1 05. Controlled substance prescrrptron bianks.

RELATES TO KRS 218A.030-218A.140, 218A.204, 218A.170-218A.240, 218A.281, 218A 282, 218A.284, 218A.286, 218A.288
STATUTORY AUTHORITY: KRS 194A.030, 194A.050, 211.080, 218A.204, 218A. 250 )

NECESSITY, "FUNCTION, AND CONFORMITY: KRS 218A.204 requires the cabinet to promulgate administrative regulations that
establish security requirements for a prescription blank used by a practitioner to write a prescription for a controlled substance. The purpose of
this administrative regulation is to establish minimurn requirements that will decrease the potential for forgery or alteration of a prescription or 2
prescription blank for a controlled substance.

4 +
Section 1. Definitions. {1} "Logo" means a symbol utilized by an 'individual, a pharmacy, professional practice, professional association, or
hospital.

(2) "Security prescription blank" means a prescription blank that complies with the requirements of Sectlon 3 of this administrative
regulation.

Section 2. Security Prascription Blanks Required. (1) Beginning January 1, 1999, a written prescription for a conirolled substance shall be
on a security prescription blank unless, pursuant to Section 7 of this administrative regulation; the cabinet has granted a waiver.to the
practitioner who wrote the prescription or to the pharmacy that dispenses it.

{2) A practitioner who is licensed in Kentucky and in another state shall utilize a security prescription biank for writing a prescription for a
controlled substance whille practicing his profession within the Commonwealth unless, pursuant to Section 7 of this administrative regulation,
the cabinet has granted a waiver to the practitioner or to the pharmacy that dispenses the controlled suistance.

Section 3. Requirements af a Security Prescription Blank. (1) A prescription for a controlled substance shall contain the fo[lowmg security
features:

{a) A latent, repetitive "void" pattemn screened at five (5) percent in pantone green shall be printed across the entire front of the prescription
blank. if a prescription is photecopied, the word "void" shall appear in a pattern across the entire front of the prescription;

(b) A watermark shall be printed on the backside of the prescription blank so that it shall only be seen at a forty-five (45) degree angle. The
watermark -shall consist of the words "Kentucky Security Prescription”, and appear horizontally in a step-and-repeated format i in five (B) lines
on the back of the prescription using twelve (12) point Helvetica bold type style;

(c) An opaque ] symbol shall appear in the upper right-hand corner, one-eighth (1/8) of an inch from the top of the prescrrptron blank and
five-sixteenths (5/16) of an inch ifrom the right side of the prescription blank. The symbol shall be three fourths {3/4) of an inch in size and
disappear if the prescription copy is lightened;

{d) Six (8) quantrty check off boxes shall be printed on the form and the following quantities shall appear

1. 0 1-24;

2. [0 25-49;

3. 0 50-74;

4, 0 75-100;

5.0 101-150;

&. O 151 and over;

(&) A logo may appear on the prescription blank. The upper left one (1) inch square of the prescription blank shalt be reserved for a logo;

(f The following statement shall be printed on the bottom of the prescription blank: "Prescription is void if more than one (1) prescription is
written per biank”

{g) Refill options shall appear below any logo on the left side of the prescription blank in the following order: Refill NR 1 234 5; and

(h) A prescription blank shalt be four and one-quarter (41/4) inches high and five and one-half {51/2} inches wide.

(2} A prescription shall bear the preprinted, stamped, typed, or manually printed name, address and telephone number of the prescribing
practitioner.

{3) A presceription blank for a controlled substance shall not contain:

{(a) An advertisement on the front or the back of the prescription blank;

{b) The preprinted narne of a contrelled substance; or

(¢} The written, typed, or rubber—stamped name of a contrelled substance until the prescription blank is signed, dated and issued to a
patient.

{4) A prescription blank for a controlled substance shall provide space for the patlent‘s name and address, the practitioner's signature and
the practitioners DEA registration number.

Secticn 4. Other Requirements. {1) Only one {1) prescription shall be written per prescription blank.

(2) A quantity check-off box that corresponds to the quantity prescribed shall be marked.

(3} If a prescribed drug is a schedule [, IV or V controlled substance, a refill option shall be marked. )

{4) If a prescription for a schedule II}, IV, or V controlled substance will be transmitted to a pharmacy by facsimile, the practitioner or the
practitioner's agent shall, prior to transmission, write or stamp "FAXED" on the face of the original prescription along with the date and the
person's initials.

(5) If a pharmacist uses due diligence in ascertaining the validity of a prescription, a prescription for a schedule I, IV, or V controlled
substance that is transmitted to a pharmacy by facsimile shall be exempt from the requirement of green ink in Section 3(1)(a) of this
administrative regulation and the requirement of a watermark in Section 3(1)(b} of this administrative regulation.

(6) If a prescription for a schedule Ill, IV or V controlied substance has been transmitted to a pharmacy by facsimile, the transmitting
practitioner shall file the original prescription in the patient's record.

Section 5. Exceptions. A pharmacist shall not be required to use a security prescription biank to record an oral prescription or a transferred
prescription for a Schedule lIl, IV, or V controlled substance.

Section 6, Printers, Reproducers or Distributors of Security Prescription Blanks. (1) A printer, reproducer or distributor of security
prescription blanks shall require a written purchase order or request for security prescription blanks. A written purchase order or request shall
remain on file for two (2) years. -

(2) A purchase order or reguest shall be signed by:

(a) A practitioner whose name shall be printed on the security prescription blanks; or

{b) The chief medical ofiicial ¢f a health care facility or pharmacist-in-charge of a pharmacy, if the security prescription blanks are
requested on behalf of a practitioner who stamps, types or manually prints his name, address, telephone number and DEA number on the

security prescnptlon blank.
]
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{3) The provisions of this section shall not apply to distributions between printers, reproducers ar d|str|butors
b

Section 7. Waiver of Security Pl‘escrlpthn Blanks. (1} A practitioner or a pharmacy may apply in writing to the cabinet for a waiver from the
requirement for security prescription blanks, A request for a waiver shall include:

{a) A detailed statement of the security features provided by the system proposed by the applicant for the prevention of forgery or
alteration of an original prescription; or

(b} The format of the alternative prescription blank.

(2) The system or prescription blank proposed by the applicant shall provide a level of security equivalent to a security prescrrpnon blank.

(3) The cabinet shall grant or deny the application in writing within sixty {60} days after the request is received.

(4) When a waiver has been granted, the cabinet may suspend or revoke the waiver if the alternative system or alternative prescription
blank does not provide security equivalent to a security prescription blank,

(5} Upon notification of denial, suspension, or revocation of the waiver of the requirement for a security prescription blank, the practitioner
or pharmacy may request a hearing. The admrmstratwe hearing shall be conducted in accordance with 202 KAR 1:400. (25 Ky.R. 721; Am.
1074; 1366; eif. 12-16-98.) .
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902 KAR 55:110. Monitoring system for prescription controlled substances.

RELATES TO: KRS 218A.010(9), 218A.202, 218A.240

STATUTORY AUTHORITY: KRS 194A.050, 218A.202(1}, 218A.250 ' .

NECESSITY, FUNCTION, AND CONFORMITY: KRS 218A.202(1) directs the Cabinet for Health and Family Services to establish an
electronic system for monitoring Schedule Ii, [Il, IV, and V controlled substances that are dispensed in the Commonwealth by a praciitioner or
pharmacist or dispensed to an address within the Commonweaith by a pharmacy that has cbtained authorization to operate from the Kentucky
Board of Phamacy. KRS 218A.250 requires the cabinet to promulgate administrative regulations pursuant to KRS Chapter 13A for carrying
out'the provisions of KRS Chapter 218A. This administrative regulation establighes criteria for reporting prescription data, providing reperis to
autherized persons, and a waiver for a dispenser who does not have an automated recordkeeping system,

Section 1. Definitions. (1) "Branch" means the Drug Enforcement and Professional Practices Branch in the Division of Audits and
Investigations, Office of Inspector General, Cabinet for Heaith and Family Services,

(2} "Cabinet persennel” means an individual who:

(aH. Is directly employed by the Cabinet for Health and Family Services; or

2. |Is employed by an agent or contractor of the cabinet;

{b) Has undergone KASPER training; and

(c) Has been approved to use the KASPER system.

(3) "Dispenser” is defined by KRS 218A.010(9), and shalk

(@) Include a dispenser who has a DEA (Drug Enforcement Administration) number or is a pharmacist who owns or is employed by a
facility that operates a pharmacy which has a DEA number; and

(b) Not include an individual licensed to practice veterinary medicine under KRS Chapter 321.

{4) "Health facility" is defined by KRS 216B.015(13).

(5) "KASPER" means Kentucky All-Schedule Prescription Electronic Reportmg System.

(6) "Patient identifier" means a patient's:

(a) Full name;

(b) Address, including zip code;

(c) Date of birth; and .

(d) Social Security number or an alternative identification number established pursuant to Section 5 of this administrative regulation.

(7) "Practitioner" is defined by KRS 218A.010(33).

(8) "Report” means a compilation of data cencerning a patient, dispenser, practitioner, or controlled substance.

Section 2.-Data Reporting. (1) A dispenser or a health facility that has a DEA number shall report all dispensed Schedule I, Hi, IV, or V
contrelled substances, except during the circumstances specified in KRS 218A.202(3)(a} and (b}.

(2) A dispenser of a Schedule II, Il}, IV, or V controlied substance shall transmit or provids the following data to the cabinet er the cabinet's
agent:

(a) Patient identifier;

{b} National drug code of the drug dispensed;

{c) Metric quantity of the drug dispensed;

(d} Date of dispensing;

(e) Estimated day's supply dispensed;

{f) Drug Enforcement Administration registration number of thé prescriber; #

{g} Serial number assigned by the dispenser; and

{h) The Drug Enforcement Administration reg1sirat|on number of the d|5penser

(3)(a) Prior to July 1, 2013, the data identified in subsection (2} of this section shall be transmitted within seven (7) days of the date of
dispensing unless the cabinet grants an extension as provided in subsection (4) or (5) of this section.

(b) Prior to July 1, 2013, a dispenser that dispenses a controlled substance for the direct administration of the controlled substance to or
for a patient in a licensed health facility shall not be required to transmit the data identified in subsection (2) of this section.

" (c) Effective July 1, 2013, the data identified in subsection {2} of this section shall be transmitted no later than close of business on the
business day lmmedlately following the dispensing unless the cabinet grants an extension as provided in subsection (4) ar (5} of this section.

{4}(a) An extension may be granted if:

1. The dispenser suffers a mechanicat ar electronic failure; or )

2, The dispenser cannot meet the deadline estabiished by subsection (3) of this section because of reasons beyond his or her control,

(b) A dispenser shall apply to the branch in writing for an extension listed in paragraph (a) of this subsection within twenty-four (24) hours
of discovery of the circumstances necessitating the request or on the next date state offices are open for business, fo[lowmg the discovery. An
application for an extension shall state the justification for the extension and the period of time for which the extension is- necessary.

{5) An extension shall be granted to a dispenser if the cabinet or its agent is unable to receive electronic reports transmitted by the
dispenser.

(B) Except as provided in subsection (8) of this section, the data shall be transmifted by:

{a} An electronic device compatible with the receiving device of the cabinet or the cabinet's agent;

(b} Secure File Transfer Protocol;

{(c) https protocol; or

{d) Secure Virtual Private Network connection,

(7) The data shall be transmitted in the format established by the "ASAP Telecommunications Format for Controlled Substances”,
developed by the American Seciety for Autornation in Pharmacy, Version 4.1, or & comparable format approved by the branch.

(8) A dispenser who dees not have an automated recordkeeping system capable of producing an electronic report in the format
established by "ASAP Telecommunications Format for Controlled Substances”, shall report the data identified in subsectlon (2) of this section
using an Enternet accessible web portal designated by the cabinat.

Section 3. Compliance. A dispenser may presume that the patient identification information established in Section 5 of this administrative
regulation and provided by the patient or the patient's agent is correct.

Section 4. Request for Report. (1) A written or electronic request shall be filed with the cabinet prior to the release of a report, except for a
subpoena issued by a grand jury or an appropriate court order issued by a court of competent,jurisdiction.
{2) A request for a KASPER patient report shall be made electronically at www.chfs.ky.gov/KASPER.
{3) A request for a KASPER provider report made by a peace officer authorized to receive data under KRS 218A.202, or a designated
13
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representative of a board responsikle for the licensure, regulation, or discipline of prescribing practitioners shall be made by written application
on the "Request for KASPER Report {Law Enforcement and Licensure Boards)", Form DCB-15L. 4

(4} A medical examiner engaged in a death investigation pursuant to KRS 72.026 may guery KASPER for a report on the decedent.

Section 5. Patient Identification Number. (1) A patient or the person cbtaining the controlled subistance on behalf of the patient shall
disclose to the dispenser the patient's Social Security number for purposes of the dispenser's mandatory reporting to KASPER.

(2) If a patient is an adult who does not have a Social Security number, the patient’s driver's license number shall be disclosed.

(3) If a patient is an adult who has not been assigned a Social Security number or a driver's license number the number G00-00-0000 shalt
be used in the Social Security figld.

(4) If a patient is a child who does not have a Social Security number or a driver's license number, the number "000-00-0000" shall be
used in the Social Secunty field.

(5) If a patient is an anrmal the number "000 00-0000" shall be used in the Social Securlty number field.

Section 6. KASPER Data and Trend Reports. Cabinet personnel shall be autharized access to the data obtained from the KASPER
systern and trend reports in accordance with KRS 218A.240(7)(a).

Section 7. Data Retention. Data shait be maintained in KASPER for a period of two (2) years plus the current year prior to its transfer to
the State Archives and Records Commission,

Section 8. Error Resolution. (1) A patient, patient's representative, practitioner, pharmacist, health facility, or private practitioner’s office or
_clinic to whom & report has been disclosed under KRS 218A.202(8) or this administrative regulation may request that information contained in
KASPER be corrected if the patient, patient's representative, practitioner, pharmacist, health facility, or private practitioner's office or clinic
believes that any information is inaccurate. The patient, patient's representative, practitioner, pharmacist, health facility, or private
practitioner's office or clinic shall:

(a) Contact the dispenser who reported the information required by Section 2{2} of this administrative regulation; and

{b) Request that the dispenser correct the information.

(2) If, upon receipt of a request from a patient, patient’s representative, practitioner, pharmacist, health facility, or private practitioner’s
office or clinic pursuant to subsection (1) of this section, the dispenser confirms that the information was reported in errer, the dispenser shall;

(a) Transmit corrected information to update the KASPER database within seven (7) days of the request for the correction; and

{b) Notify the patient, patient's representative, practitioner, pharmacist, health facility, or private practitioner's office or clinic that the
corrected information has been transmitted.

(3) If a dispenser maintains that informaticn regarding the dispensing of a controlled substance was correctly reported to KASPER and the
KASPER system generates a report with inaccurate information, the dispenser shall contact the Drug Enforcement and Professional Practices
Branch (DEFPB) to identify the source of an error in the KASPER report, and the cabinet shall correct the information in the KASPER
database.

{4) Upon correction of information in the KASPER database pursuant to subsection (3) of this section, cabinet staif shall notify the patient,
patient’s representative, practitioner, pharmacist, health facility, private practitioners office or clinic within five {5) working days of the
correction,

Section 9. Referrals to Licensing Boards. If the cabinet becomes aware that a prescriber or dispenser has failed to comply with the
reporting requirements of KRS 218A.202 and this administrative regulation, the cabinet shall notafy the licensing board or agency responsible
for licensing the prescriber or dispenser.

Section 10. Disclosure of Data or Report. (1) The cabinet shall enly disclose data to the persons and entities authorized to receive that
data under KRS 218A.202(8).

{2) As a condition precedent to the disclosure of data or a report pursuant to KRS 218A.202(6)(f), a hospital or long-term care facility shall
maintain, and provide upon request by the cabinet, a copy of the hospital or long-term care facility's policy for the management of KASPER
data and reports which:

(a) Describes the hospital or long-term care facility's internal procedures for educating the designated employee or employees on the:

1. Proper use of the KASPER system;

2. Prohibition on the improper use or intenticnal disclosure of KASPER data to unautherized individuals; and

3. Sanctions imposed for the improper use or intentional disclosure of KASPER data to unauthorized individuals, including eriminal
misdemeanar offenses; and )

(b) Describes the hospital-or long-term care facility'’s internal procedures for auditing the account, including:

1. The manner in which an employee is added to or removed from access to the account if the employee ends employment or is no langer
designated to query KASPER; and

2. The actions taken if a designated employee with access to the employer's KASPER account intentionatly misuses his or her privileges
to KASPER data or a report, which shall include a report of the incident to the Office of Inspector General.

(4)(a) An individual authorized to receive data under KRS 218A, 202(6) shall not provide the data to any other entity except as provided in
KRS 218A.202(8) and paragraph (b) of this subsection.

(b} In addition to the purposes authorized under KRS 218A.202(8){(e), and pursuant to KRS 218A.205(2)(a) and (B), a practitioner or
pharmacist who obtains KASPER data or a report under KRS 218A.202(6){(e)1. or who in good faith believes that any person, including a
patient, has violated the law in attempting to obtain a prescription for & controlled substance, may report suspected improper or illegal use of 2
controlled substance to law enforcement or the appropriate licensing board.

_ {B) A hospital or long-term care facility shall maintain and adhere to the entity’s internal policy regarding the management of KASPER data
and reports.

Section 11. Incorporation by Reference. (1} The following material is incorporated by reference:

(a) "ASAP Telecommunications Format for Contrelled Substances", American Society for Automation in Pharmacy, Version 4.1, November
2009; and

(b) "Request for KASPER Report {Law Enforcement and Licensure Boards)”, Form DCB-15L, 12A10.

(2} This material may be inspected, copied, or obtained, subject to applicable copyright law, at the Drug Enforcement and Professional
Practices Branch, Office of the Inspector General, Cabinet for Health and Family Services, 275 E. Main Street, Frankfort, Kentucky 40621,
Monday through Friday, 8 a.m. to 4:30 p.m. (25 Ky.R. 966; Am. 1367; eif. 12-16-1998; 32 Ky.R. 1927; 33 Ky.R. 120; eff.,7-24-2008; 34 Ky.R.
2809; 35 Ky.R. 283; eff. 9-5-2008; 2615; eff. 7-31-2009; 39 Ky.R. 629; 1218; 1413; 2033; eff. 3-4-2013.)
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902 KAR 55:115. Drug possession by hospice or home health agency.
N :

RELATES TO: KRS 217.005-217.215, 217,992

STATUTORY AUTHORITY: KRS 194A.058, 211.090, 217.125, 315.300

NECESSITY, FUNCTION, AND CONFORMITY: KRS 315.300 authorizes the Cabinet for Heslth Services to promulgate administrative
regulations that implement the possession of certain drugs by a hospice or home health agency. The purpose of this administrative regulation
is to establish criteria that a pharmmacy, hospice or home health agéncy must meet in order to insure that drugs belonging to a pharmacy, that’
are stored in a hospice or home health agency, are safe and.'effective for administration to patients. ,

Section 1. Authorized Employees. A pharmacy may place a legend drug listed in KRS 315.300 with an authorized employee of a hospice
or a home health agency if the pharmacy maintains & record of the license that authorizes the employee to administer legend drugs.

Section 2. Written Agreement. Each party to a writlen agreement between a pharmacy and a home health agency or a pharmacy and a
hospice shall maintain a copy of the written agreement.

Section 3. Protocol. (1) A protocel required by KRS 315.300 may be included in the written agreement or may be a separate document.
(2) If the protocol is a separate document, a copy shall be maintained by the pharmacy and by the hespice or home health agency.
(3) The protocol shall be reviewed not fess than annually and modified if necessary.

Section 4. Records. (1) The pharmacy record of a drug placed with authorized employees of a hosplce or home health agency shall be -
retained for five (5) years,
' (2) The record of a drug administered by authorized employees of a hospice or home health agency shall be retained by the pharmacy for
five (5) years. (25 Ky.R. 723; Am. 1369; efi. 12-16-98.)
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